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DOD’S MANDATORY ANTHRAX VACCINE
IMMUNIZATION PROGRAM FOR MILITARY
PERSONNEL

THURSDAY, APRIL 29, 1999

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON NATIONAL SECURITY, VETERANS
AFFAIRS, AND INTERNATIONAL RELATIONS,
COMMITTEE ON GOVERNMENT REFORM,
Washington, DC.

The subcommittee met, pursuant to notice, at 10:05 a.m., in room
2247, Rayburn House Office Building, Hon. Christopher Shays
(chairman of the subcommittee) presiding.

Present: Representatives Shays, Mica, Souder, Terry, Tierney,
Allen, and Schakowsky.

Also present: Representative Metcalf.

Staff present: Lawrence Halloran, staff director and counsel,
Robert Newman and Marcia Sayer, professional staff members;
Jonathan Wharton, clerk; David Rapallo, minority counsel; and
Ellen Rayner, minority chief clerk.

Mr. SHAYS. I would like to call this hearing to order.

The plan to immunize 2.4 million men and women against
weaponized anthrax raises legitimate concerns about the safety
and efficacy of the current vaccine when used for that purpose on
that many people. To address those questions, we asked the Gen-
eral Accounting Office [GAO], to examine the data, supporting safe-
ty and efficacy claims and to gauge the impact of good manufac-
turing practice deviations on vaccine quality.

Their preliminary findings will be discussed today. Based on the
GAO study and other information obtained in the course of the
subcommittee’s investigation, the anthrax vaccine immunization
program [AVIP], seems a very broad undertaking built on a very
narrow foundation. The one study of safety and efficacy in humans,
which was conducted among textile workers in the late 1950’s, test-
ed a different vaccine formulation than the one subsequently ap-
proved by the Food and Drug Administration [FDA], and used in
the AVIP.

Using data on one vaccine to support the approval of another is
problematic, particularly when there is no direct marker or cor-
relate of human protection to use in comparing the two vaccines.

Lack of a surrogate for anthrax immunity also means efficacy
tests outcomes in animals cannot be extrapolated to humans. The
fact that vaccinated monkeys survived exposure to inhaled anthrax
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longer than guinea pigs or mice suggests, but does not prove, some
vaccine protection in man.

Later studies of the FDA-licensed vaccine also show wide vari-
ations in adverse reaction rates, suggesting safety issues that may
become apparent as usage grows from 200 or 300 people each year
to several hundred thousand. There have been no studies of long-
term health effects.

Poor DOD recordkeeping prevented any systematic health sur-
veillance of the 150,000 Gulf war troops who took the vaccine. Last
year, Congress directed the National Academy of Sciences to study
the association between Gulf war veterans’ illnesses and wartime
exposures, including the anthrax vaccine.

So it may be premature to conclude that the vaccine is as safe
and effective for use in a global protection effort as it might be for
use by a few thousand mill workers and veterinarians.

Other factors relied upon by DOD to support vaccine safety and
efficacy findings have been inflated to better match the scope of the
AVI program. DOD relies heavily on FDA approval of the vaccine
and FDA regulation of the manufacturer as an indicia of the vac-
cine’s safety and quality. But we now know that approval was
based on another vaccine in another time for use in another setting
against a different route of exposure.

FDA inspection reports portray an uncharacteristically passive
regulator tolerating numerous serious and persistent violations for
years at the Michigan production plant, now owned by the BioPort
Corp.

The DOD witness at our previous hearing pointed to the “inde-
pendent review of the health and medical aspects of the overall
program by Dr. Gerard Burrow of Yale University Medical School,”
but his report entailed no independent analysis of safety and effi-
cacy data.

In a recent letter to the subcommittee, Dr. Burrow clarifies that
mischaracterization of his work, saying his charge was only “gen-
eral oversight of the vaccination program.”

The AVIP confronts many active-duty, reserve, and national
guard members with agonizing personal and professional choices.
They deserve answers to their questions about the effectiveness
and wisdom of this mandatory, invasive forced protection program.
They deserve to know the vaccine chosen to meet the preeminent
biological threats is as well tested and technologically advanced as
the best weapons systems.

They need to be assured claims of AVIP safety are based on more
than exaggerated interpretations of inconclusive data, and they
need to be assured claims of AVIP effectiveness are based on more
than wishful thinking about monkeys.

At this time, I would like to call on our colleague Ms.
Schakowsky to see if you have any statement. OK? And Mr. Terry.

I would invite our guest to the committee and invite Mr. Metcalf
if he would like to make a statement.

[The prepared statement of Hon. Christopher Shays follows:]
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The plan to immunize 2.4 million men and gainst weaponi raises
legitimate questions about the safety and efficacy of the current vaccine, when used for that
purpose, on that many people.

To address those questions, we asked the General Accounting Office (GAQ) to examine
the data supporting safety and efficacy claims. and to gauge the impact of Good Manufacturing
Practice (GMP} deviations on vaccine quality. Their preliminary findings will be discussed
today.

Based on the GAO study, and other information obtained in the course of the
Subcommittee’s investigation, the AVIP seems a very broad undertaking built on a very marrow
foundation.

The one study of safety and efficacy in humans, conducted among woolen mill workers
in the late 19508, tested a different vaceine formulation than the one subsequently approved by
the Food and Drug Administration (FDA) and used in the AVIP. Using data on one vaccine to
support the approval of another is problematic, particularly when there is no direct marker ot
correlate of humen protection to ase in comparing the two vaccines. Lack of a surrogate for
anthrax immunity also means efficacy test outcomes in animals carnot be extrapolated to
humans. The fact that vaccinated monkeys survive exposure to inhaled anthrax longer than
guinea pigs or mice suggests, but does not prove, some vaccine protection in man.

Later studies of the FDA licensed vaccine also show wide variations in adverse reaction
rates, suggesting safety issues that may become apparent enly as usage grows from two or three
hundred people each year to several hundred thousand.
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There have been no studies of long term health effects. Poor DoD record keeping
prevented any systematic health surveillance of the 150,000 Gulf War troops who took the
vaccine. Last year, Congress directed the National Academy of Sciences to study the association
between Gulf War veterans’ illnesses and wartime exposures, including the anthrax vaceine.

So it may be premature to conclude the vaccine is as safe and effective for use in a global
force protection effort as it might be for use by a few thousand mill workers and veterinarians.

Other factors relied upon by DoD to support vaccine safety and efficacy findings have
been inflated to better match the scope of the AVIP program. DoD relies heavily on FDA
approval of the vaccine and FDA regulation of the manufacturer as indicia of vaccine safety and
quality. But we now know that approval was based on another vaccine, in another time, for use
in another setting, against a different route of exposure. And FDA inspection reports portray an
uncharacteristically passive regulator, tolerating numerous, serious and persistent violations for
years at the Michigan production plant, now owned by the BioPort Corporation.

The DoD) witness at our previous hearing pointed to the “independent review of the health
and medical aspects of the overall program™ by Dr. Gerard Burrow of Yale University Medical
School. But his report entailed no independent analysis of safety and efficacy data, and ina
recent letter to the Subcommittee, Dr. Burrow clarifies that mischaracterization of his work,
saying his charge was only “general oversight of the vaccination program.”

The AVIP confronts many active duty, reserve and national guard members with .
agonizing personal and professional choices. They deserve answers to their questions about the
effectiveness and wisdom of this mandatory, invasive force protection program. They deserve
to know the vaccine chosen to meet the preeminent biological threat is as well-tested and
technologically advanced as any weapons system. They need to be assured claims of AVIP
safety are based on more than exaggerated interpretations of inconclusive data. And they need to
be assured claims of AVIP effectiveness are based on more than wishful thinking about
monkeys.

We welcome the testimony of all our witnesses this morning as we continue our oversight
of the anthrax vaccine program.
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Mr. METCALF. I would. Thank you, Mr. Chairman.

I want to thank the chairman and other members of the sub-
committee for allowing me to participate in this hearing and ex-
press my concerns regarding the safety and effectiveness of the an-
thrax vaccine. I am deeply grateful that you have been willing to
conduct this examination of the Department of Defense’s anthrax
vaccine immunization program for all military personnel.

I have two outstanding Navy bases in my district. The men and
women assigned to carry out the missions of Naval Station Everett
and Naval Air Station Whidbey Island are some of our Nation’s fin-
est. I want for them the very best in protection, training, equip-
men‘i, and every advance of science and medicine that is at our dis-
posal.

I understand the grave concerns which have been the catalyst for
the anthrax immunization program. I must question, however, the
decisions that have been made resulting in the current program.
From the time this program was announced, I have had serious
reservations.

It is my understanding that we have one source for the anthrax
vaccine, and that single source has had significant problems with
FDA violations. I also understand that the anthrax vaccine cur-
rently being used to vaccinate our active-duty force was produced
prior to renovations that are under way at the production facility.

The scientific research upon which FDA based its approval was
not conducted to assess protection against a weaponized version of
anthrax. Furthermore, the current vaccine was never intended for
fvidespread general use but rather for a very small, targeted popu-
ation.

The monitoring system for reporting problems has been woefully
inadequate.

Those are just a few of the facts that cause me to question the
wisdom of this accelerated service-wide program.

I would like to make the committee members aware of the re-
cently published GAO investigation that I requested regarding the
presence of squalene antibodies being found in the blood of some
sick Gulf war-era veterans.

I asked the GAO to determine if there was any possibility that
veterans had received an adjuvant formulation containing squalene
and to evaluate the validity of the independent research being re-
ported. In their response, the GAO revealed the depth of research
that had been conducted using experimental squalene adjuvant for-
mulations by both the Department of Defense and National Insti-
tutes of Health.

It also confirmed that the independent research is based on
sound scientific principles. The integrity of the findings convinced
the GAO that this issue needs to be pursued aggressively.

There are many troubling questions that have been raised as a
result of GAO’s squalene study. Many of you may have seen the in-
vestigative articles currently in the press. There have been even
suggestions that there could be a relationship to the anthrax vac-
cine.

I don’t know what we will find, but I do know that we have a
moral obligation to those who are suffering to stay the course until
this mystery is solved.
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On behalf of the extraordinary active-duty personnel and vet-
erans in my district, I want to thank you, Mr. Chairman, for the
efforts of this committee. You have provided desperately needed
leadership on this issue. Your quest for accountability and the
truth is an example to all of us.

I am confident that our military force will be stronger as a con-
sequence of this examination of the anthrax vaccine program.

I look forward to working with you on this.

Mr. SHAYS. Thank you. It is nice to have you here.

Let me just get some housekeeping out of the way.

I ask unanimous consent that all members of the subcommittee
be permitted to place any opening statement in the record and that
the record remain open for 3 days for that purpose. And without
objection, so ordered.

And I ask further unanimous consent that all witnesses be per-
mitted to include their written statements in the record. And with-
out objection, so ordered.

At this time, I would like to call our first witness. His name is
Mr. Kwai Chan, Director of Special Studies and Evaluations, Na-
tional Security and International Affairs Division, General Ac-
counting Office [GAO].

Thank you. And I believe you are accompanied by Dr. Sushil
Sharma. And I will swear in both of you, but, Mr. Chan, I think
you are the only one who will be giving testimony.

Mr. CHAN. Yes.

[Witnesses sworn. ]

Mr. SHAYS. Note for the record that both have responded in the
affirmative.

Mr. Chan, what we are going to do is, we are going to have a
green light for 5 minutes, we are going to roll it over for another
5 minutes.

Mr. CHAN. OK.

Mr. SHAYS. And your testimony, obviously, is very important be-
cause it sets the stage for the rest of the hearing. So I want to
make sure you say everything you need to say.

So, if you are ready, let’s begin.

STATEMENT OF KWAI CHAN, DIRECTOR OF SPECIAL STUDIES
AND EVALUATIONS, NATIONAL SECURITY AND INTER-
NATIONAL AFFAIRS DIVISION, GENERAL ACCOUNTING OF-
FICE, ACCOMPANIED BY SUSHIL K. SHARMA, ASSISTANT DI-
RECTOR

Mr. CHAN. Thank you, Mr. Chairman and members of the sub-
committee and Congressman Metcalf. It is, indeed, my pleasure to
be here today. Before I present to you our findings on the safety
and efficacy of the vaccine, which we conducted at your request, I
want to introduce my colleague, Dr. Sharma, and also I want to ac-
knowledge my staff, Dr. Howard Deshong and Mr. George Bogart
in helping me to prepare this testimony.

Let me first discuss the context. As you know, controversy has
surrounded the anthrax immunization program since DOD began
vaccinating the first of 2.4 million active-duty and reserve mem-
bers. Some have questioned the safety and efficacy of the vaccine,
especially after they learned about the numerous problems FDA
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found during the inspection of the Michigan facility. Some Gulf war
veterans believe that their illnesses might have been caused by an-
thrax vaccines that they received during the war.

Let me turn to our results. With regards to safety, I have three
findings to report. First, the short-term safety of a vaccine was ob-
tained from data collected for licensing and data on subsequent
use. The interpretation of pre-licensing data was complicated by a
switch from one vaccine to another while the study was under way.

Second, after licensing, this vaccine has been used by a small
number of individuals, unlike other vaccines. This number is too
small to detect rare and serious adverse events. In the 1970’s, FDA
did not have an adverse-effect reporting system in place for vac-
cines. From the available data, we can say that the reported num-
bers are based on how closely you monitor individuals who receive
this vaccine.

As shown in table one on page 7 of my statement—you see a
table there—which says that if you do not follow individuals closely
after they receive the vaccine, like in a passive system, the number
of significant adverse events are significantly lower. And when you
monitor individuals closely, then the number rises significantly,
this means that the adverse-event reporting system is really de-
pendent on the data you collect, and on the way you collect the
data.

Third, the long-term safety of the vaccine has not yet been stud-
ied, and, therefore, one cannot conclude that there are no known
long-term effects.

In summary, then, concerning vaccine safety, studies have been
performed to examine the safety of both original vaccine and the
licensed vaccine. These two vaccines were made using different
processes and have different data to support their safety.

While these studies identify varying rates of adverse reactions
depending on the data-collection mechanism, be they passive or ac-
tive, they did not question the safety of the vaccine. The long-term
safety of the vaccine had not been studied.

With regard to the efficacy of the vaccine, I have three findings
to report. First, the only human efficacy study conducted was done
on the earlier vaccine, not the licensed vaccine. This study on effi-
cacy was done in 1962 by Brachman. The study demonstrated effi-
cacy against cutaneous anthrax but not inhalation anthrax, which
is the current military threat.

In the 1980’s, the military collected efficacy data on animals spe-
cific to inhalation anthrax. All these studies have supported the
view that in those models the vaccine can protect against some an-
thrax strains, but not all.

Work using monkeys conducted in 1996 show for the first time
that non-human primates could be protected against inhalation an-
thrax. However, in both the guinea pig and the monkey studies,
protection did not correlate with the level antibodies to protective
antigen [PA].

More recent work done in 1998, by the military, came to the
same conclusion, “It is unknown what immune mechanisms are im-
portant in specific resistance to anthrax. Without a specific and
measurable immune correlate of protection, extrapolation of protec-
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tion data to show that the vaccine is effective for humans, is of
questionable value.”

Taking all the evidence into account, it is likely that the vaccine
does give some protection. But to what extent, against what
amount of anthrax, against which strains, and how long protection
last are not known.

In summary, on efficacy, I can say that studies on efficacy of the
original and licensed vaccines have been limited to a study of the
efficacy of original vaccines for humans and studies of the efficacy
of the licensed for animals.

The study on the original vaccine concluded that the vaccine of-
fered protection against cutaneous anthrax. The studies on the li-
censed vaccine focus on the efficacy of vaccines in protecting ani-
mals against inhalation anthrax. These studies, while showing
some positive results, may not be extrapolated to humans.

DOD is planning to conduct such correlating studies.

With regards to FDA’s inspection of the Michigan facility, we
found that until 1993 FDA inspectors did not inspect the part of
the facility where anthrax vaccine was made because they were not
immunized with anthrax vaccine.

The 1996 and 1998 inspection by FDA of the MBPI facility is one
of a series that through the years have been problematic. The
Michigan facility has received warning letters and notice of intent
to revoke their facility license.

FDA'’s inspection of the Michigan facility found a number of defi-
ciencies, which fall into two categories. Those that, although seri-
ous, might affect only one or a limited number of batches that were
produced when the deficiency was extant and those of generic na-
ture that could compromise the safety and efficacy of any or all
batches.

The manufacturing plant is currently closed for renovation.

Mr. Chairman, this concludes my remarks.

[The prepared statement of Mr. Chan follows:]
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Mr. Chairman and Members of the Subcommittee:

We are pleased to be here today to discuss the results of our ongoing examination
of the safety and efficacy of the anthrax vaccine, which is being done at your
request. My testimony presents preliminary findings on (1) the short- and long-
term safety of the vaccine, (2) the efficacy of the vaccine, and (3) problems the
Food and Drug Administration (FDA) found in the vaccine production facility in
Michigan that could compromise the safety, efficacy, and quality of the vaccine.

We plan to issue the final report on our review this fall.

As you know, concerns have been raised about the Department of Defense’s
{DOD) anthrax immunization program since the Department began vaccinating
the first of 2.4 million active duty and reserve members. For example, some Gulf
War veterans are suffering from unexplained illnesses that they believe might
have been caused by anthrax vaccines that they received during the war. Also,
some active duty military personnel expressed concerns regarding the safety and
efficacy of the anthrax vaccine after the FDA found problems during the
inspection of the facility that was manufacturing the anthrax vaccine. With this

background, I will discuss our results.

' Safety means relative freedom from harmiul effects to persons affected directly or indirectly by a
product that has been prudently administered, taking into considerations the character of the
product in telation to the condition of the recipient at the time. Efficacy is not an absolute term. It
is a measure of a product’s ability to produce a given response. An effective vaccine wili provide
a certain degree of protection for a certain period of time.
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RESULTS IN BRIEF

The anthrax vaccine being given to U.S. military personnel was licensed in 1970.
Before the vaccine was licensed, the vaccine and the manufacturing process were
changed, creating a similar vaccine, produced by the Michigan Department of
Public Health (MDPH), which was the one eventually licensed’? The safety study
conducted before licensing used both the original vaccine and MDPH vaccine.
Knowledge to date about the safety of the vaccine includes the results of the
original study and a 1998 DOD study of 500 vaccine recipients. While these
studies identified varying rates of adverse reactions, they did not question the
safety of the vaccine. The long-term safety of the vaccine has not yet been

studied.

Prior to the time of licensing, no human efficacy testing of the MDPH vacciﬁe was
performed. However, a study was done on the efficacy of the original vaccine.
This study concluded that the vaccine provided protection to humans against
anthrax penetrating the skin. In the 1980’s, DOD began testing the efficacy of the
licensed vaccine on animals, focusing on its protection against inhalation anthrax.
DOD recognizes that correlating the results of animal studies to humans is

necessary and told us that it is planning research in this area.

* The original license for the production of anthrax vaccine was issued to MDPH. in 1995, the
licensed facility changed its name to the Michigan Biologic Products Institute. in 1998, the
licensed facility was sold, and its name was change to BioPort. The term MDPH wili be used to
refer to the licensed facility throughout this testimony.

(&)
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Careful control of the manufacturing process is essential to ensure the quality of
the product. The FDA inspections of the facility where the licensed vaccine was
manufactured uncovered numerous problems. The facility received warning
letters from FDA, including one in March 1997 stating its intent to revoke the
facility’s license. The facility closed its plant in 1998 and is now being renovated.
FDA requires the manufacturer to meet specifications for sterility, stability, purity,
and potency. In addition to the lot release testing required by FDA DOD is
conducting supplemental testing of each lot from this plant before distributing the

vaccine.

BACKGROUND

The nature and magnitude of the military threat of biological warfare (BW) has
not changed since 1990, both in terms of the number of countries suspected of
developing BW capability, the types of BW agents they possess, and their ability to
weaponize and deliver those BW agents. Inhalation anthrax is considered by DOD
to be the primary BW threat because of its lethality, ease of production, and

weaponization.

The original anthrax vaccine was developed by George Wright in the 1950s and
first produced on a large scale by Merck. After a 1962 study on the vaccine’s
effects in mill workers, its manufacturing process was changed, and the Michigan

Department of Public Health (MDPH) took over as the vaccine's producer. This
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changed vaccine was licensed in 1970 by the Division of Biologics, National

Institute of Health, to be manufactured by MDPH.

Vaccines have three distinguishing features that contrast with those of chemical
drugs. First, either they have no clearly chemically defined composition, or
simple chemical analysis is insufficient for effective characterization. Second,
proper evaluation of them (qualitatively or quantitatively) is usually done by
measuring their effects in vivo (in the living organism). Finally, quality cannot be
guaranteed from final tests on random samples but only from a combination of in-
process tests, end-product tests, and strict controls of the entire manufacturing

process.

VACCINE SAFETY

Studies have been performed to examine the safety of both the original vaccine
and the licensed vaccine. These two vaccines were made using different
processes and have different data to support their safety. While these studies
identified varying rates of adverse reactions, they did not question the safety of

the vaccine. The long-term safety of the vaccine has not yet been studied.

Data on Safety of the Original Vaccine
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A study on the original vaccine’s safety was done by Philip Brachman and
published in 1962° Brachman reported on 379 subjects that received this vaccine.
About 35 percent had local reactions, a figure that varied during the inoculation
series. Some recipients developed more severe edema that extended {o the mid-
forearm or wrist. Two individuals had systemic reactions in addition to the
edema. The researchers actively collected data on adverse reactions to the
vaccine, and the study concluded that individual reactions to the vaccine were

relatively minor.

Data on Safety of the Licensed Vaccine

After the original vaccine was developed, MDPH was granted a license fora
similar vaccine that differed from the original vaccine in three ways. First, the
manufacturing process changed when MDPH took over. Second, the strain of
anthrax that Merck used to grow the original vaccine was changed, and another
strain was used to grow the MDPH vaccine. Finally, to increase the yield of the
protective antigen (which is believed to be an important part of the vaccine’s
protective effects), the ingredients used to make vaccine were changed from the

original vaccine.

Four safety studies have been done that include the licensed vaccine. The results

of those studies are presented in Table 1. The Center for Disease Control

* P.3. Brachman et al., Field evaluation of a human anthrax vaccine, American Journal of Public
Health, vol. 52 {1962}, pp. 632-645.
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collected data on the Investigational New Drug (IND) study, DOD coliected data
for both the Pittman study and the Tripler Army Medical Center (TAMC) Anthrax
Survey, and DOD is currently collecting reports on adverse events. The number of
adverse reactions appears to depends, in part, upon whether the mechanism for
monitoring reactions is active or passive. {Active monitoring means that the
vaccine recipients are contacted to ascertain any adverse reactions after vaccine
administration; passive monitoring means that the onus is on the vaccine
recipients to report any adverse reactions after vaccine administration.) None of

the studies questioned the vaccine's safety.
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Table I: Reactions to Licensed Anthrax Vaccine Reported in Various Studies

Local reactions Systeraic reactions
Number {percent) (percent)
Type of | Vaccinated | Mild Moderate / | Mild Moderate /
Study Reporting | (or doses) Severe Severe
IND Active / 3984 |6-20° 1-10° None® |.05°
Passive
Pittroan Active 508 16 5 29° 14
(1997)
TAMC Active 536 Not Addressed 43 5
(1998)
DOD Passive 223,000° |° ’ ¢ N
(Current
monitoring

*This number represents the number of study participants who received the first
dose of the licensed vaccine.

"These figures represent the percentage of people who experienced this type of
reaction during the study, even if they had previously been inoculated with the
Merck vaccine.

“This figure also includes persons who had reactions of “unknown” severity.
“This figure represents the frequency of the most common side effect, myalgia.

‘DOD testified that as of March 16, 1999, more than 223,000 service member have
been immunized. There had been 42 reports on adverse effects submitted to the
FDA and CDC. Only seven service members required hospitalization or
experienced loss of duty for more than 24 hours.

VACCINE EFFICACY

Studies on the efficacy of the original and the licensed vaccines have been limited
to a study of the efficacy of the original vaccine for humans, and studies of the
efficacy of the licensed vaccine for animals. The study on the original vaccine
concluded that the vaccine offered protection against anthraxpenetrating human

skin. The studies on the licensed vaccine focused on the efficacy of the vaccine in
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protecting animals against inhalation of anthrax. These studies, while showing
some positive results, may not be extrapolated to humans. DOD is planning to

conduct such correlating studies.

Human Efficacy Stud

The only study of the efficacy of the vaccine for humans was performed by
Brachman, using the original vaccine. The Brachman study claimed that the
vaccine gave 93 percent (and a lower confidence limit of 65 percent) protection
against anthrax penetrating the skin. It found that the number of individuals who
contracted anthrax by inhalation was too low to assess the efficacy of the vaccine

against this form.

Because the vaccine used in the Brachman study was different from the licensed
vaccine, additional data were submitted to the Division of Biologics, Department
of Health, Education, and Welfare (HEW), to support the license application for
the MDPH vaccine. In a February 1969 memorandum an HEW committee
concluded that based on the data, the assurnption of efficacy appeared
speculative. Similarly, a 1991 Army document noted that “it would be
scientifically incorrect to assume that this (icensed) vaccine would be totally
efficacious under different circumstances, that is, beyond the parameters of the
study design.” Thus, assuming that the epidemiological evidence from the original
vaccine is applicable to the licensed vaccine, we can concludethat the licensed

vaccine is efficacious against cutaneous exposure but that testing still needs to be
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conducted on inhalation anthrax. In the absence of a specific study, efficacy of
the licenséd vaccine for humans has been inferred from other data, including a
reduction in the incidence of anthrax following immunization of at-risk

individuals and from animal experiments.

Animal Efficacy Studies of Licensed Vaccines

Beginning in the late 1980’s, DOD began studying the efficacy of vaccines on
animals, using guinea pigs, rabbits, and monkeys. All of these studies support the
view that in these animals, the licensed vaccine can protect against exposure to
some strains of anthrax either by inoculation or inhalation. It is clear, however,
that animal species differ in their susceptibility. Studies of guinea pigs show that
some anthrax strains are more or less resistant to vaccines for humans (both the
U.S. and United Kingdom versions) but are protected by the live spore veterinary

vaccine.!

Research using monkeys showed for the first time that monkeys could be
protected against aerosol exposure’ However, in both the guinea pig and monkey
studies, protection did not correlate with levels of antibodies to a protective
antigen. Several studies have shown no direct comparison of iramunity in humans

to that in monkeys. Study findings suggest that “the importance of various

* P.C.B Tumbull, et al., Development of antibodies to protective antigen and lethal factor
components in humans and guinea pigs and their relevance to protective immunity, Infectious
immunology, vol. 82 (1988) pp.356-363.
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specific inmune mechanisms against inhalation anthrax may vary in different
animal species or . . . the ability of the licensed human vaccine to stimulate cell-
mediated immunity may be greater in some species than others.” A 1998 study
comes to the same conclusion and emphasizes the need for further studies. In
animals, the lack of correlation of protection with antibodies to protective antigen

has some important consequences.

DOD recognizes the importance of establishing a correlate of immunity in
humans. Recently, it has sought to develop a serologic correlate of immunity in

an animal model to use for humans.

VACCINE MANUFACTURING PROCESS

The quality of a vaccine is closely linked to its manufacturing process, which must
be rigorously controlled to ensure that batches of vaccines produced on different
occasions are of reproducible and consistent quality. In general, quality is
achieved by applying the current good manufacturing practice. This process is
not static but involves manufacturers and regulators in a continuing process of
assessment and upgrades as scientific progress, technical development, and
experience help to identify deficiencies and make improvements possible. Such
principles also apply to the facilities and equipment in which products are

manufactured.

*B.E. Ivins, et al., Efficacy of a standard human anthrax vaccine against Baccillus anthracis
aerosol challenge in rhesus monkeys, in “Proceedings of the international Workshop on Anthrax,
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Accordingly, vaccine production is very highly regulated to ensure that the
products are of consistent quality and safe and effective for the purpose(s) for
which regulatory approval was granted. Until 1993, FDA inspectors did not
inspect the MDPH facility where the anthrax vaccine was made. According to
FDA, access was not granted because its inspectors had not been vaccinated

against anthrax.

FDA’s inspections of the MDPH facility found a number of deficiencies. The
deficiencies that FDA identified in its February 1998 inspection fall broadly into
two categories: those that, although serious, might affect only one or a limited
number of batches that were produced when the deficiency was extant and those
of a generic nature that could compromise the safety and efficacy of any or all
batches. DOD had also identified deficiencies during a March 1992 inspection,
including the absence of stability studies. In 1998, MDPH closed its plant, which
is now being renovated. DOD has directed that supplemental testing be done on

the lots of vaccine in the current inventory.

Mr. Chairman, this concludes my statement. I will be happy to answer any
questions you may have.

(713030)

Salisbury Medical Bulletin, Special Supplement no. 87 (1996) pp.125-126.

it
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Mr. SHAYS. Would you repeat your last sentence. I was——

Mr. CHAN. Yes.

Mr. SHAYS. Make your last point.

Mr. CHAN. The manufacturing plant is currently closed for ren-
ovation.

Mr. SHAYS. Right, but before that.

Mr. CHAN. Yes.

Mr. SHAYS. I just want to be clear on the dates. That is what 1
was asking my staff. The plant was not inspected until when, thor-
oul%lhly by FDA?

r. SHARMA. The FDA inspectors were visiting the plant and the
process has changed over time, but they were not able to enter the
facility where they were manufacturing the

Mr. SHAYS. Dr. Sharma, I am going to have you get a separate
microphone, if you can. I am sorry. I should have asked you to do
that before. I apologize to our official reporter.

Yes. You can pull it down and put it in front of you please. Does
it reach?

There you go. Thank you, Jonathan.

Mr. SHARMA. FDA inspectors had been inspecting the manufac-
turing facility at routine intervals. However, while they looked at
other components of the GMP, they did not enter the manufac-
turing facility because they were told that they were not immu-
nized.

The first evidence that we found from FDA records was in 1996,
when they were told, essentially, that they were immunized and
they could enter the facility, and which point in time they uncov-
ered numerous problems.

Mr. SHAYS. So are we basically saying the anthrax portion was
never fully inspected until 1996?

Mr. SHARMA. That is correct. The other components of the an-
thrax production were looked at, at routine intervals such as, you
know, where they have the labeling——

Mr. SHAYS. No. I understand. OK.

Let me start out first by, Mr. Chan, talking about safety. I just
want to follow the flow of these questions. So you have responded
in part, but I want to make sure I am focused on it.

How different is the licensed vaccine from the earlier version
used in the study?

Mr. CHAN. The original vaccine was developed in the 1950’s by
Dr. Wright in Fort Detrick, as I remember. And, the actual license
vaccine, MDPH at the time, the Michigan Department of Public
Health, was granted a license for a similar vaccine. But I think we
found at least there were three differences from the original vac-
cine.

First, the manufacturing process changed when MDPH took over,
and second, the strain of anthrax that Merck used—this is the
original license, I mean the original vaccine was produced by
Merck. The strain of anthrax that Merck used to grow the original
vaccine was changed, and another strain was used to grow the
MDPH vaccine.

And finally, to increase the yield of the protective antigen [PA],
the ingredient to make the vaccine was changed from the original
vaccine.

So, I think we see three different changes made.
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Mr. SHAYS. Do you consider the safety data on the earlier vaccine
relevant to the questionable safety of the licensed vaccine? I mean,
how relevant is this issue?

Mr. CHAN. I think it is relevant and also is important to under-
stand, back in the 1970’s, when the requirement for licensure was
purely based on safety. I think that the way that it was done, and
later on maybe FDA can expand on this, it is based on the compari-
son of level of antibody generated, by the two different vaccines.

Mr. SHAYS. Excuse me a minute. I should be timed, Jon. Sorry.

I am sorry. Make your last point again, please.

Mr. CHAN. I am saying that I think the only possible similarity
that was produced is really based on the antibody reaction to PA
that was generated using the two different vaccines. So, in a way,
on the current standard, they are clearly two different vaccines.

Mr. SHAYS. OK. What basis did you find for the DOD statement
that no known long-term side effects are associated with the an-
thrax vaccine?

Mr. CHAN. Well, I think maybe the statement by itself is mis-
leading because in a way I don’t believe and we have not found any
studies on long-term effects. So if you did not collect the data, cer-
tainly there will be no known side effects.

Mr. SHAYS. When you say you didn’t find it, could you just elabo-
rate. I mean, do they exist? Did you make requests of DOD and
others?

Mr. CHAN. Yes, we have. Yes.

Mr. SHAYS. And they were not able to provide you any data that
would have shown you these studies.

Mr. CHAN. Right. We explain that they need to be actively moni-
toring those people to really determine that, and I may also say
that on other vaccines, such monitoring was not done either. But
for them to say that there are no long-term side effects, we cannot
find any studies to support that statement.

Mr. SHAYS. At all?

Mr. CHAN. No.

Mr. SHAYS. OK. Did you find any toxicology studies on the vac-
cine in animals?

Mr. CHAN. You want to expand on that?

[Mr. Chan speaks to Mr. Sharma.]

Mr. SHARMA. No, not from the earlier work. These were not the
requirement——

Mr. SHAYS. I am going to ask you to speak a little closer to the
microphone, and a little more slowly, if you would, Doctor.

Mr. SHARMA. It is my understanding, based on the review of
DOD documents that they provided to us, a need for such work was
suggested in 1996, or around that period, but to the best of our
knowledge, such studies has not been conducted.

Mr. SHAYS. Did you find any animal studies to evaluate any re-
productive effects of the vaccine?

Mr. SHARMA. No.

Mr. CHAN. No.

Mr. SHAYS. Now, you explained the chart that you had.

Mr. CHAN. Yes.

Mr. SHAYS. But I am to basically infer that if they didn’t have
followup, then they didn’t have reports. But if they had followup,
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then there were serious side effects associated with the vaccine. Is
that correct?

Mr. CHAN. What we are saying is the following. If you have an
active data-collection mechanism, that means actually monitor peo-
ple you can see that both the Pittman study and also the Tripler
study, TAMC, the numbers are numerically much higher.

Mr. SHAYS. OK, now the Pittman study shows 29, and the other
study shows 43. Is that 43 out of 536 and 29 out of—oh, this is the
percent?

Mr. CHAN. The percent. Yes.

Mr. SHAYS. Now, we are saying that 29 percent had side effects.
Is that correct?

Mr. CHAN. Systemic, mild side effects, yes.

Mr. SHAYS. They were fairly mild, and 43 percent had mild side
effects in the other study. In Great Britain, it is voluntary?

Mr. CHAN. Yes, it is.

Mr. SHAYS. In France, they don’t do it. Their force protection is
through protective gear.

Mr. CHAN. Yes.

Mr. SHAYS. In the United States, it is mandatory. In Great Brit-
ain, it is voluntary. And in France they don’t do it.

Now, in Great Britain we learned that you could improve the an-
thrax vaccine. In other words, this is an old vaccine that we have
now.

Mr. CHAN. Yes, sir.

Mr. SHAYS. And that there would be, they claim, less side effects.
But if you did that, wouldn’t you have to do a new study to deter-
mine if this next-generation vaccine were safe and effective and so
on?

Mr. CHAN. Yes, you do.

Mr. SHAYS. So basically what we have is we have a 1950’s vac-
cine, or a 1960’s vaccine that could be improved.

Mr. CHAN. Sixties. Approved in 1970. Yes.

Mr. SHAYS. If we did the work to improve it, it would take some
time, but then we would have to obviously test it.

Mr. CHAN. Correct. As I understand it, first of all, this vaccine,
as you know, was licensed in the 1970’s. And so improvement can
come in many different ways, one of which is really the reduction
of number of doses that is required.

Mr. SHAYS. OK.

Mr. CHAN. The six doses plus the booster.

Mr. SHAYS. Let me just indulge the committee just for two more
questions. And let me ask you: Why six shots?

Mr. CHAN. Well, we don’t know why either. We understood from
the beginning that in animal studies, only three shots were re-
quired to be done. But in the Brachman study, six shots were im-
posed. And from then on, it became sort of de facto, the number
of shots required were six.

I might add that the Department of Defense is interested in look-
ing and examining why six shots, and could they, in fact, reduce
the second of the six shots.

Mr. SHAYS. Well, let me ask you: Why—what is the claim for the
six shots? There has to be some basis for it.
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Mr. CHAN. I do not believe there is a scientific basis for it, except
the Brachman study, of which they selected the six shots dose as
the regimen they adopted.

Mr. SHARMA. If I may just add to it. I think the way we under-
stand is, the original experiments that were done on mice used the
three shots. And then, in the human studies, subsequently, when
three shots were used, they found three cases that were infected
with anthrax. Two of them had complete series. In one DOD docu-
ment that they provided to us, it was stated that the investigator
arbitrarily decided to change it to six shots.

And that was the basis for the six shots series. We have not
found any other evidence, and that is because there is really no re-
lationship between the level of immunity and the protection. So it
is not based on any scientific basis that I know of.

Mr. SHAYS. Well, we will ask our other witnesses.

And last, does the six-shot anthrax increase or decrease the safe-
ty of the vaccine?

Mr. CHAN. The safety of the vaccine?

Mr. SHAYS. Yes. In other words, if you take six—we are talking
efficacy and we are talking safety—but in terms of if you do it six
times, is it safer or less safe? We don’t know? We do know?

Mr. SHARMA. Well, we do know that each time you take shots
you have more pain. So the more shots you are going to give, you
are going to experience more adverse events—at least the prob-
ability increases. And this is one of the very strong limitations of
the current vaccine. The schedule is too long and heavy on the re-
cipients without any scientific evidence of its needs.

Mr. SHAYS. Thank you. I appreciate the committee’s indulgence.
And Ms. Schakowsky.

Ms. SCHAKOWSKY. Thank you, Mr. Chairman.

Has the current vaccine ever been studied in humans to deter-
mine its protection against inhalation anthrax?

Mr. CHAN. No it hasn’t.

Ms. SCHAKOWSKY. And are you aware of any other vaccines that
have been licensed by the Food and Drug Administration without
efficacy data to support the intended use in humans?

Mr. CHAN. I am not aware of that.

Mr. SHARMA. No. I have FDA credentials of this.

Mr. CHAN. Yes.

Ms. SCHAKOWSKY. Oh, OK. So you just

Mr. CHAN. We are not aware of that.

Mr. SHARMA. We are not aware of this.

Ms. ScHAKOWSKY. OK. I am wondering if you are—if you do
know if the results of the efficacy studies in animals then can be
extended and extrapolated to reach conclusions about the efficacy
in humans?

Mr. CHAN. Well, what we found was that if you use the measure,
the so-called antibody, to the PA in animals, that different response
in terms immuno-degenecity by species; that is, what we find is
that there is no direct correlation to the higher the level antibody
implies that you are more likely to be protected among the ani-
mals. Although, the best one is really with the monkeys. They are
pretty good in terms of that relationship.
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We do not have a scientific way to link between animals to hu-
mans in terms of a correlation. How does protection correlate in
terms of the level antibody to protect the antigens that are there,
to the antibody.

So, in a way, DOD is, and certainly CDC, are interested in pur-
suing and, examining this issue because that would be a real help
to science and development of vaccines in the future.

Ms. ScHAKOWSKY. The passive monitoring that DOD is doing
now, is there any active monitoring going on at all?

Mr. CHAN. Yes. In the table, you find the TAMC, 1998, the Tri-
pler, so-called, is active monitoring. This is something that they are
doing now, with a small number of vaccinated individuals.

Ms. SCHAKOWSKY. Are these all DOD studies? Is that what you
are saying? First of all, mine says page 6 and then it has——

Mr. CHAN. I am sorry.

Ms. SCHAKOWSKY. There are four columns.

Mr. CHAN. Yes.

Ms. ScHAKOWSKY. DOD is at the bottom, and it says current
monitoring, and it says passive, 223,000.

Mr. CHAN. That is right.

Ms. SCHAKOWSKY. Are any of those other studies DOD studies or
are they all?

Mr. SHARMA. They are all DOD studies.

Ms. SCHAKOWSKY. They are all DOD studies?

Mr. CHAN. Yes.

Ms. ScHAKOWSKY. OK. I see.

So, what we are finding here is that passive studies in terms of
determining any kind of reactions at all seem to be fairly—not re-
sults are reported? Is that what you are saying?

Mr. CHAN. The result in DOD, the current monitoring, the last
column you find

Ms. SCHAKOWSKY. I am looking at the last column, the passive
monitoring.

Mr. CHAN. Yes, right. And you find that, the level of so-called re-
ported adverse events is very low in the nature of 0.006 to 0.007.

And the intent of this table is to show that, depending on how
you gather your information, you end up with different kinds of
numbers.

Ms. SCHAKOWSKY. OK.

Mr. CHAN. So, in a small way, the Tripler, the TAMC, data,
which is also being collected by DOD as well, is an active way to
reach and find out, are there adverse events, which is something
that DOD is pursuing.

Mr. SHARMA. Let me add to—I think it is very well known that
the VAERS, which is the system that apparently is in place under
FDA—strictly dependent upon the individuals physicians or
healthcare providers to report. It has been well agreed that it is a
signal system; that is, it tells you that something is happening with
this vaccine. It does not tell you how often, with what severity, or
does not establish causality. The limitations are very well accepted.

Mr. SHAYS. Excuse me 1 second. We don’t usually have this prob-
lem. Are we able to turn it down a little bit?

I am sorry, Dr. Sharma.

Jonathan, we are keeping you busy today, buddy.
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Why don’t we do this. Why don’t you keep talking and we will
just ignore the red light, I am sorry to interrupt you.

Mr. SHARMA. I think the VAERS system has, as you know, a lot
of advantages, but if it is used as a basis to determine absolute
numbers, then it is, you know, certainly very misleading. And that
is what we are trying to convey. This is a vaccine which, up until
1991, when it first was used on a large scale of 150,000 people dur-
ing the Gulf war, that was our first opportunity to learn about how
this vaccine works on large numbers. But we lost that opportunity.
And for the first time, now, we have another opportunity to learn
about this vaccine. However, if you are going to rely your safety in-
formation based on a passive system, and present that as an abso-
lute number, you will be under-reporting the adverse events.

Ms. SCHAKOWSKY. No. When we do polls to determine public
opinion, we also have a degree of accuracy. I am wondering in
these other studies, when we talk about, for example the Pittman
study, where we had 29 percent saying they had a mild reaction,
14 percent severe or moderate, to what degree of accuracy can we—
what can we say in terms of——

Mr. SHARMA. These are absolute numbers. You know, it is not
like in that particular cohort 29 percent experienced that. There is
no confidence interval. It is actually——

Ms. SCHAKOWSKY. No. I understand that, but were these, the
number vaccinated, the 500 and—the sample, the universe. Was
that selected in any kind of scientific way?

Mr. CHAN. This is a group that they have. It is not a randomly
selected sample. So as a result, the confidence level cannot be pro-
vided. I mean, it could be done that way.

Ms. SCHAKOWSKY. We don’t have any studies that are done that
way so that we can——

Mr. CHAN. If you want to achieve generalizability, no. We don’t
have that. A passive system, potentially, could have that because
if everybody provided information, then you end up with a census
data without sampling. But if people are not encouraged to provide
events that they believe are attributable to vaccine and go through
the system of reporting, then you will have a very low rate of re-
porting, as a result.

If you want to do an active monitoring, you can do it by selecting
a sample of a few thousand people, and monitoring them over time.
The only question is that with vaccine is it difficult, to detect rare
events and disease or illness out of this small samples?

Unlike polls, it is always one or zero. But to capture a single
event that may occur in a very rare way, then it is difficult. And
so you have that conflict.

Mr. SHARMA. I think this is a very important point. One of the
rare events, Gullain-Barre syndrome, for example, about 1 in
100,000 people, when DOD currently started using this vaccine,
and after it was used in about 150,000 people, they had 1 case. So
there are these rare events that, even if you monitor a population
but if it is small, the likelihood of seeing those events is very, very
small, even in the active monitoring system.

Ms. SCHAKOWSKY. So what is the best way then for us to deter-
mine accurately the side effects, the safety hazards?
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Mr. SHARMA. There are a number of models one could use, and
I think in our discussion with CDC they had provided and dis-
cussed with DOD some several options. But let me just talk to you
about how it is currently being done by some of the newer vaccines.

One, with Merck, varicella vaccine, they had voluntarily decided
to followup 100,000 individuals who are receiving this vaccine for
over—at least a start—10 year period. For another vaccine, CDC,
under contract, is following about the same number of individuals
in four HMO settings. And DOD has an excellent opportunity to
monitor because they are all in the system. And there are a num-
ber of ways one could do that. And I am sure they are aware of
it and would be able to comment on that.

Mr. CHAN. I think what we are saying is that if they want to do
it, it can be done, without greatly disturbing the system, the way
it is right now.

Ms. SCHAKOWSKY. Thank you.

Mr. SHAYS. I would like to call Mr. Terry, but I just want to
verify one thing on your chart.

Mr. CHAN. Yes.

Mr. SHAYS. Basically, in the Pittman study, 43 percent had ei-
ther mild or more severe reaction when you monitored. In the
TAMC—and that stands for what, TAMC?

Mr. CHAN. Tripler.

Mr. SHAYS. OK. Right, Army Medical Corps.

They had 48 percent when they monitor it.

Mr. CHAN. Yes.

Mr. SHAYS. And now the DOD—current monitoring—they have
none. Are they, in fact, monitoring? Can we even put the word
“current” monitoring? Or is that being a little disingenuous?

Mr. CHAN. Well, they have the VAER system, as we said.

Mr. SHAYS. They have a what?

Mr. CHAN. The VAER system, the passive system where people
can send in a form.

Mr. SHAYS. So, do they give out the forms?

Mr. CHAN. We have another study looking into that to see how
effective that is.

Mr. SHAYS. OK.

Mr. CHAN. But, nevertheless, it is still a passive system.

Mr. SHAYS. So we don’t really even know what kind of moni-
toring it is, if at all.

Mr. CHAN. If you look at footnote E here, it basically shows that
right now they are experiencing out of 223,000 vaccines you have
42 reports and so on.

Mr. SHAYS. No, but my point is they are not basically monitoring.

Mr. CHAN. Well, that is what we call data collection is passive.
You wait for people to come in and tell you rather than actively
go—

Mr. SHAYS. OK. I don’t call that monitoring, with all due respect.

Mr. CHAN. Oh. OK. I am sorry.

Mr. SHAYS. No. You can call it that. I don’t call it that.

Mr. CHAN. OK.

Mr. SHAYS. Mr. Terry.

Mr. TERRY. Thank you, Mr. Chairman. Some of my questions are
in regard to the Michigan production facility. I am reading your
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statement, for the record and listened to your opening statement
and I just need to clarify a little bit of a timetable because it raises
some red flags with me.

In your statement, you say that the DOD had inspected the facil-
ity, or at least did an inspection in 1992, where it found just a ge-
neric statement of deficiencies, including the absence of stability
studies. My question is, just to verify the timetable, that study oc-
curred by the DOD in 19927

Mr. CHAN. That is correct.

Mr. TERRY. And then, in 1993, the FDA tried to do an inspection
and was turned away because they weren’t, they didn’t have their
immunizations. So the inspection didn’t occur until 1996. Is that a
correct timeline so far?

Mr. SHARMA. Yes. I want to qualify it. This is inspection of the
manufacturing plant. The FDA has been inspecting very regularly
and systematically documenting problems with other components of
the production facility. And these problems were very systemic and
persistent.

Mr. TERRY. OK. But they didn’t get the opportunity to get into
the plant to do the physical inspection until 1996?

Mr. SHARMA. Yes.

Mr. TERRY. And that raises my point here. Some red flags were
put up in 1992; more should have been put up in 1993, but yet they
continued to manufacture and use the vaccine. Correct?

Mr. SHARMA. That is correct.

Mr. TERRY. Until recently, when they, I guess, voluntarily have
closed down the plant for “renovation”?

Mr. CHAN. Right. When we say, inspect the facility, we mean the
anthrax production facility because BioPort produces other vaccines
as well.

Mr. TERRY. Right, and that is what I am focusing on.

Mr. CHAN. And so——

Mr. TERRY. Well, we aren’t having a hearing on those others.

Mr. CHAN. I understand. But what I am saying is that FDA had
been inspecting them without entering into that particular produc-
tion site and observing basic systemic problems in terms of the
processing for the other stuff as well. So they were noticing those
kinds of issues as well.

Mr. TERRY. That is part of my point. We had some of these red
flags popping up, but yet we went through from 1992 until some-
time after 1996 but they were still manufacturing.

Mr. CHAN. Right.

Mr. TERRY. Right there that raises a concern with me, but the
issue then is the safety of the end product. Do the deficiencies that
were found then by the FDA in any way affect the safety or the
potency of the vaccine?

Mr. CHAN. As we stated in terms of vaccine, because it is bio-
logic, it is important that you need to make sure safety is built into
the process itself and not just the end product tests. Right now, we
are really talking about the end-product test. And DOD had im-
posed on further supplemental testing after FDA had passed or re-
leased a lot.

So they are doing an extensive listing.

Mr. TERRY. OK. So I guess——
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Mr. SHAYS. Could the gentleman just yield a second?

Is the answer yes to the question?

Mr. TERRY. Yes. That is what I was going to followup with,
Chris. T am still not sure if we, if I learned that the safety of the
product was jeopardized by these deficiencies. Who are you to
trust?

Mr. CHAN. I do not know.

Mr. TERRY. All right.

Mr. CHAN. I can’t answer that. But I can tell you that off the lots
that have been produced so far, I believe 31 lots—maybe I'll get the
numbers incorrectly—but 8 of those lots have been released and
supplementary testing has been done by DOD to release it for vac-
cination.

And my understanding is that of those remaining lots, as many
as 20 lots have been quarantined for further testing. So, it is pos-
sible to examine those lots that are going through further testing
to determine where the problems lie in terms of the process. That
means you go backward to find it. That is possible.

I am not sure that has been done. To examine where did it fail.
It could be filtration, it could be something else. But nevertheless,
I cannot answer the question as to whether they are safe or not.

Mr. TERRY. Well, you had mentioned the lots. I think we could
spend a few more minutes dissecting your answer to that, but are
there lots that were quarantined? Is this pursued by the FDA?

Mr. CHAN. Our understanding is the lots had not passed for re-
lease, and have not been supplementary tested by—testing had not
been done. So it is awaiting for further testing.

Mr. TERRY. Thank you, Mr. Chairman. My time is up.

Mr. SHAYS. Thank you very much. I'm sorry, Mr. Allen you have
the floor.

Mr. ALLEN. Thank you, Mr. Chairman. Couple of questions. Have
there been any studies of the potential effects of the anthrax vac-
cine when used in combination with other vaccines or other drugs?
Any studies that—and a little bit of background. In hearings that
this committee held on the effects of Gulf War Syndrome, one of
the—you always hesitate to say it—conclusions, but one of the
views was that it was a combination of different kinds of chemicals
that might be responsible for the various maladies described collec-
tively as the Gulf War Syndrome.

And so, what I am wondering is, it’s one thing to test an anthrax
vaccine all by itself, but it seems to me that typically our service
men and women get a variety of different vaccines. And I would be
interested in knowing whether there is any potential for interaction
of the anthrax vaccine with others that we should take account of?

Mr. SHARMA. To the best of my knowledge, there is one unpub-
lished DOD study, which looked at the interaction effect with botox
and anthrax——

Mr. ALLEN. Between, what was the first?

Mr. SHARMA. The botulism toxide vaccine and anthrax. And I
will be very happy to provide you for the record our review of that
study.

Mr. ALLEN. OK. Good. I would appreciate receiving that. The
other, in the GAO report, you mention the Brachman study
claimed that the vaccine gave 93 percent protection against an-
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thrax penetrating the skin, but indicated that the tests on humans
with respect to inhalation are—there are too few cases to come to
any conclusion.

And in your report, on the next page here, it says that you con-
clude that testing still needs to be conducted on inhalation anthrax,
and you go on to mention some animal studies. How do you do
that? How would you do it? What kind of study could be designed
or should be designed to determine the efficacy of vaccine against
exposure to anthrax by inhalation?

Mr. CHAN. Well, in fact DOD is pursuing studies to examine
whether there is a correlate—that means define the ingredient that
provides protection. They do believe that in animal studies, the
protective antigen plays a major factor, but it is not the only factor.
So they are looking for other means to examine that, as I under-
stand they are pursuing now in their own research.

Mr. ALLEN. Other means besides animal studies? Or

Mr. CHAN. No. Looking at animal studies and see how it may be
correlated to the human response.

Mr. ALLEN. I see. OK. Thank you very much.

Mr. SHAYS. Thank you. I think it is Mark Souder. I think you
are next.

Mr. SOUDER. I am sorry, I read through your testimony. I'm
sorry I missed the testimony and the first part of the questions.
Are the side effects with this vaccine fairly typical for this serious
of vaccine? In other words, the 43 percent in the one study even
to have mild, that seemed pretty high, although other studies were
lower.

Mr. CHAN. Well, I caution, first of all, that the analysis had not
been done whether in fact it is directly related to the vaccination
itself. So that needs to be done, and then try to attribute it to the
vaccine. And then I think one can draw the conclusion whether it
is really caused by the vaccination.

Mr. SOUDER. Would that be true of other studies of vaccines,
however those——

Mr. CHAN. Yes, you need to do that because there could be other
reasons why it is causing the problem. But those are the kind of
observations you would expect. But the degree, in terms of num-
bers and so on, it appears to be high.

Mr. SOUDER. What about when it says “moderate or severe.”
What does that mean? In other words, is it—I saw one reference
to fevers and chilling, or how frequent is that? Does it mean you
are debilitated? That you can’t ever recover? That you are more
prone—you said in your statement that we don’t know the long-
term impact.

Mr. SHARMA. This is very typical of, you know, most bacterial
vaccines. You do recover, and what it—the difference between real-
ly mild and moderate and severe is discomfort and how it really
impacts your functioning. And when you are talking about mild to
moderate, this number is high. And, but also you have to recognize
this is a very old vaccine, and I think it will be very appropriate
for you to ask a PA, what their comment or reaction would be if
a newer vaccine would show these numbers. Would it be acceptable
to them?

I think they will be a much better position to address the issue.
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Mr. SOUDER. Thank you for doing that question for us. [Laugh-
ter.]

I see in the testimony of Dr. Zoon that is coming there is a dis-
cussion in her testimony about the anthrax vaccine used on live-
stock workers, and it said that from this manufacturer, that be-
tween 1991 and present, 1.2 million doses were distributed. Have
you ever looked at that as to—that’s a pretty big universe to see
whether there are any side effects in that industry.

Mr. SHARMA. Well, let me comment. I think there are two things.
We have to make a distinction between the old vaccine and the li-
censed vaccine or the original vaccine. As far as we know, for the
licensed vaccine, post-licensure, approximately 60,000—2,000 doses
per year were distributed on average. But we have no information
how many individuals were vaccinated. So even if you assume
every shot went into a human body, we are talking about over 30
years period, approximately about 60,000 individuals at best.

However, in our discussion with scientists at Fort Detrick, the
estimates of the number of people who may have received this vac-
cine over a 30-year period, range from somewhere between 200 to
about 2,000, at the most. And we don’t know who those individuals
are. There has been no followup. No systematic followup has been
done.

So we really—I don’t know, you know, the context of, I have not
reviewed FDA testimony, but, you know, you have to make a dis-
tinction between the old vaccine and the new vaccine.

Mr. SOUDER. If there was any kind of systematic pattern of at
least beyond mild, to moderate, would that not have likely shown
up? In other words, in health journals and so on with the distribu-
tion.

Mr. SHARMA. If the vaccine use is on a very large number of peo-
ple, you would expect some adverse reactions. But again, you have
to recognize the number of people prior to 1998 that were the tar-
get group for this vaccine were small. But in general, we would—
I would agree with you, if there was somebody who just dropped
dead or if a very serious event occurred, it would have been re-
ported.

Mr. SOUDER. The symptoms that you described seemed like they
could also become confusing. In other words, depending on the
delay, you could be uncertain of the symptoms. Could that also
make for a reporting problem?

Mr. CHAN. Yes. That is why you need to gather information first
and minimize the screening process of what you believe to be vac-
cine-related or not, examine those, and pull out the ones it is not
and try to examine further. That is why I am saying there are a
number of steps. In here, we are just showing the immediate reac-
tion of the number of adverse events. And I have to qualify those
numbers.

Mr. SOUDER. So there could be many people who don’t think it
was related to the vaccine and, in fact, it was. Or there could be
people in some of these studies who thought it was the vaccine and
it wasn’t because we haven’t gone——

Mr. CHAN. That’s right. If you have things such as swelling,
edema, around the vaccinated site, and you are going to attribute



32

to the vaccine, but other reactions such as fever, you may not be
able to attribute to it. Yes.

Mr. SOUDER. Thank you.

Mr. SHAYS. Just a small point. You were reading ahead to FDA’s
testimony. Most of the doses, I make an assumption, after 1991
were not with livestock workers. It was really the war in the Gulf,
I believe.

I think you will find that most would be that way, and maybe
we will have the FDA clarify that. But that is from their statement
on page 11. It is a minor point. But for many years, we didn’t have
that many people taking the vaccine until the war in the Gulf.

Mr. Mica.

Mr. CHAN. Oh, I see. Now I understand. The numbers I was a
little surprised by.

Mr. SHAYS. Yes. No, the statement basically says from 1974 until
1989, approximately 68,000 doses were distributed.

Mr. CHAN. I see.

Mr. SHAYS. In 1990, approximately 268,000 doses were distrib-
uted. Between 1991 and the present, we understand that approxi-
mately 1.2 million doses were distributed.

Mr. CHAN. All right.

Mr. SHAYS. But we will have that clarified.

Mr. CHAN. I understand.

Mr. SHAYS. Mr. Mica.

Mr. MicA. Thank you, Mr. Chairman. Just a couple of questions.
It is my understanding that the only study of the efficacy of the
vaccine was performed by the Brachman study?

Mr. CHAN. Yes, sir.

Mr. MicA. And it is also my understanding that the study gave
the vaccine a 93 percent protection against anthrax penetrating the
skin. It said a lower confidence level of 65 percent. Can you explain
this lower confidence limit, a 65 percent in this study?

Mr. CHAN. I think they had one case of cutaneous anthrax after
they received the vaccine. And you have to forgive if I am incorrect
with the numbers. Out of a total possible expected number of 13.5
or so, and so if you look at that then the actual protection turned
out to be 92.5 percent.

Now, since it is a small sample, they determine what is the un-
certainty of that number. And so they end up with the expectation
of 92.5 percent protection but with a lower limit of, as low as 60-
some-odd percent.

Mr. Mica. Well, I also found——

Mr. CHAN. That’s against cutaneous anthrax.

Mr. MicA. Your report found the number of individuals who con-
tracted anthrax by inhalation was too low to assess the efficacy of
the vaccine against this form. So, my concern is that we don’t have
that many experiences with human studies. They are fairly limited,
and from the information and analysis you have conducted, I am
wondering if, again, this forced vaccination is that effective. Do you
feel it is that effective and should be continued?

I mean, just basically, based on the reports and the studies that
have been done.

Mr. CHAN. Well let me answer the first question about why do
we say that it is a small number.
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When the test was done—the study was done—and published in
1962, it was supplied to four different mills.

Mr. MicA. Right.

Mr. CHAN. And the only inhalation anthrax that occurred was in
mill A, where there were five of them occur, all in a span of 2
months or so. OK?

And the understanding at the time was that since in the mill
itself the air quality was poor, that everybody was exposed to inha-
lation anthrax. And what the data actually showed, aside from the
small number, that anthrax epidemic occurred in one plant and no
place else. This would suggest that whatever level of air quality
that they were exposed to, including those who did not get vac-
cinated, end up with inhalation anthrax.

And out of the 1,400, if I remember correctly, some 870 did not
get complete vaccinations. So what I am saying is that for that pe-
riod, a year and a half or so, 5 cases out of 870 people did not end
up with inhalation anthrax.

So that is the rate you end up with even if you are unprotected.

Mr. MicA. But what this boils down to, I'm trying

Mr. CHAN. I am sorry.

Mr. MicA. I am trying to get a simple determination, you know,
based on the experiments that have been done, the testing of this
vaccination. Of course, some of it, as you have said, is in a different
setting against different exposures.

The basic question here is, we have several millions of potential
folks that may be vaccinated in the future with this, is it that effec-
tive? Or are we going through this giving some sort of false secu-
rity because it may not protect them?

Mr. CHAN. Well, potentially, you could. In our statement we state
that we believe in fact that it does provide some protection, al-
though the problem, as we discussed before, is about the correla-
tion between animal and human in responding to the challenge.

Mr. MicA. But there hasn’t been enough human testing to deter-
mine that under different circumstances. Is that correct?

Mr. CHAN. Yes.

Mr. MicA. And based on the reactions the folks have had, do you
think people should have an opportunity to opt out? Should this be
mandatory?

(1)\/11'. CHAN. I think you are asking a policy question. That’s the
DOD—

Mr. Mica. Well, no. OK, if you have your kid who is going to
serve in the military or you, based on what you know, you have
studied this, you are a scientist and have had scientists look at
this, would you recommend that folks have the opportunity to opt
out? Or are we using our service men and women as guinea pigs
in a big experiment that we are not sure really works?

And also, a concern that I have is that you give them some false
sense of security.

Mr. CHAN. I am hoping that we all, hopefully, in this hearing we
end up agreeing with what the data tell us. And the decision of
whether one is vaccinated should be based on a balance between
the risk and possible benefits. You are asking a question, does this
vaccine have a for the lack of a better word is, have a lot of limita-
tion?
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Mr. MicA. I am sorry.

Mr. CHAN. A lot of limitation, in the sense that it requires a
number of shots over a long period of time. So when you ask the
question of forced vaccination—mandatory vaccination, an issue—
is if you need an 18-month lead time to fully vaccinate, it is hard
for the commander to say I know precisely who is going to go
where in the future with the understanding potentially anybody
could be there in the future.

And then the second question is that this is really the only solu-
tions they have, potentially. So when will you go?

The third thing I would say is that there are other possible alter-
natives because vaccination is not the only way to defend against
BW agent. You can put masks on; you can basically take anti-
biotics. Those are other possibilities, and generally we know that,
for example, over the next couple of years, both Department of De-
fense as well as Department of Energy are spending up to $200
million in terms of detecting both chemical and biological agents,
which will help you to speed up the time in detection and respond
to an attack.

I am not sure I can answer your question in the very precise
way.

Mr. MicA. Are you ready to be vaccinated?

Mr. CHAN. If you tell me exactly where to go next year, sir, I
would tell you that. As a private citizen, I don’t see that threat to
myself or my family, but if, in fact, I need to go to a place where
I do know the country has this, then I would consider that.

But let me also say there is research done where they examine
post-exposure treatments of people, using antibiotics, possibly with
this vaccine that, is licensed, there are some promising results with
animal studies. So those are other options I can have.

And certainly, as the chairman suggests, that we can also pursue
the second-generation vaccine.

Mr. MicA. Thank you. Thank you, Mr. Chairman.

Mr. SHAYS. Thank you. Mr. Metcalf, do you have a question or
two?

Mr. METCALF. Yes, I do. Thank you, Mr. Chairman.

Mr. Chan, as a result of your concurrent investigations of an-
thrax and squalene antibodies, have any suspicions been raised
about a potential connection between the two? And if so, could you
discuss this.

Mr. CHAN. I do not know the connection scientifically. I do know
that there are soldiers out there who had called us, both Dr.
Sharma and myself, with this concern. As you know, our study ba-
sically took the positions that we believe DOD should do some re-
search to examine if indeed a valid assay can be developed to deter-
mine the presence of the squalene. I think that would really clear
up a lot of issues.

Mr. METCALF. Thank you. That sort of coordinates with my re-
quest for the DOD to do an in-depth investigation on this. If the
DOD acted on GAO’s squalene report recommendation, do you be-
lieve that this would allay the suspicions about a connection be-
tween squalene as a presence in a vaccine and the Gulf war ill-
nesses?
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Mr. CHAN. Well, I think developing a valid assay is just the first
step of that. If in fact we find that it cannot be validated, then
clearly the associations cannot be pursued. But if in fact you can
validate it, indeed you find an antibody, I think a whole set of new
questions would be raised.

Mr. METCALF. Thank you.

Mr. SHAYS. Thank you. I just have a clarification of a question
that Mr. Terry asked, and that is in regards to the process. My un-
derstanding is that the process is important when you are devel-
oping a vaccine, and I am going to read what you said.

You said, vaccines have three distinguishing features that con-
trast—this is on page 4 of your testimony—that contrast with those
of chemical drugs. First, either they have no clear chemical-defined
composition or simple chemical analysis is insufficient for effective
characterization. Second, proper evaluation of them, qualitatively
or quantitatively, is usually done by measuring their effects in the
living organism. Finally, quality cannot be guaranteed from final
tests on random samples but only from a combination of in-process
tests and production tests and strict controls of the entire manufac-
turing process.

Isn’t it a fact that when you are dealing with biologicals, the
process is a very important element to determine both the safety
and effectiveness of the vaccine that you are developing?

Mr. CHAN. I believe the integrity of the process is a necessary
condition, but it is not sufficient to guarantee quality.

Mr. SHAYS. It is not, but you can take the inverse.

Mr. CHAN. Yes, sir.

Mr. SHAYS. And you can question the quality, and, therefore, you
have to raise gigantic concerns about whether the vaccine should
be used. Isn’t that true?

Mr. CHAN. I think that raises the question. Yes.

Mr. SHAYS. Yes, it does. And just this other point with the
Brachman study.

Mr. CHAN. Yes.

Mr. SHAYS. This was in 1955 and 1959, published in 1962. It was
in a wool mill. Isn’t the problem, we don’t know how they were, at
what levels they were exposed? We don’t know if there was any ex-
posure. We make an assumption that in a wool mill there is going
to be some exposure, but don’t know what level. It could have been
the entire time, it could have been none or minimal exposure to an-
thrax. Isn’t that correct?

Mr. CHAN. Yes, that is my one comment I made about inhalation
anthrax. The uniqueness of the timing when it all occurred in one
place, in one short period of time when epidemic occur, it does not
suggest that the other plants have problems with air quality with
anthrax spores around.

Mr. SHAYS. Well, that means something to you. I want to put it
in my words, and then tell me if I am inaccurate here.

Mr. CHAN. Yes.

Mr. SHAYS. In my words, we have no control of the threat. First
we don’t know if the threat was the same to those who had the vac-
cine and to those who didn’t have the vaccine. That is one point.
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But the other point is we don’t know what level the threat was.
The entire time, there could have been minimal exposure. I mean,
there could have been there could not have been. Isn’t that correct?

Mr. CHAN. Yes, it is.

Mr. SHARMA. Let me just answer. We had a meeting on this issue
with Dr. Brachman. And we raised this issue, that was there any
environmental monitoring done. And his reply was no. In those
days, the standards were very different. And then we raised this
issue, how do you know that if no disease occurred it was because
bales were not contaminated. And he did say to us, that this was
one of the very fundamental problems in his study. He did not en-
vision this problem in those days.

But as we discussed, he agreed, that there was no environmental
monitoring. They were equating absence of disease with the effi-
cacy of the disease. Indeed, the only time they checked for the con-
taminant of the bales was when the epidemic occurred. And they
did find the bale was contaminated. But they did not look for every
single bale that these mills were receiving whether or not

Mr. SHAYS. And we don’t know what level of contamination——

Mr. SHARMA. No. There was no monitoring at all.

Mr. SHAYS. So let’s—I could make a summation: One, there was
practically none or that there was some, and so this vaccine pro-
tects against low-level exposure but that if you had exposure, this
study would be meaningless.

I mean, I can infer that?

Mr. CHAN. Well, yes. I think, what you might be looking for is
sort of a dose response relationship: How many doses you—I be-
lieve, in fact, that, you know, with protective antigens, you cannot
protect a person ultimately in the sense that you can always over-
whelm your immune system by having enough spores and so on.
So there is a limit here in terms of the level of protection.

That is why I think it is important to have the self-protection,
mask and all the other things that helps. It is really sort of like
giving you the first breath. Because if you just sit there and keep
on breathing this stuff, you get overwhelmed and can be in trouble
as a result.

Yes, you are right. And you are raising a question which we did
not, could not address with Brachman’s study because we don’t
know what the level of exposure was, and we really do not know
if at higher levels whether the vaccinated individual would be pro-
tected or not. I think that is a question.

Mr. SHAYS. When you say we, you mean generically we, includ-
ing Mr. Brachman?

Mr. SHARMA. That is correct.

Mr. CHAN. Including him. Yes.

Mr. SHAYS. And that is not a criticism of him when he did his
study, but it is a criticism of applying this 1950’s study to poten-
tially vaccinating 2.4 million Americans who will be ordered and
who are being ordered to take it.

Ms. Schakowsky.

Ms. SCHAKOWSKY. I just had one question. I was reflecting, Dr.
Sharma, on your response to the chairman’s question about how we
got to six doses. And you said, essentially, that some individual ar-
bitrarily, I think was your word, decided on six doses. I want to go
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back to that just for a minute. So we have nothing to show that
there is any correlation between this six—these six doses and the
efficacy of it, the levels of protection. And nor do we know how this
may impact on adverse reactions on the safety—do we know any-
thing about four versus six or one versus six or anything?

Mr. SHARMA. You have asked two questions. And the first ques-
tion is about the multiple dose schedule: We do know that there
is a pending IND with FDA which is looking at a reduced-dose
schedule. However, one of the problems is we don’t know what the
level of immunity means in terms of the protection.

There is some animal data that DOD has collected that looks
promising, but what they need to do is to do the bridging studies
which shows what is the relationship between the level of immu-
nity and protection. And then if they could develop those correlates,
then you can overcome this hurdle of, which is the second question,
that is how do you extrapolate those results to humans. And that
has not been done.

Now, with regard to your second questions on what is the rela-
tionship between number of dosages and adverse events, I don’t re-
member exactly, but, yes, there is one place where I have seen on
anthrax vaccine where they had looked at the adverse events by
gumber of shots. And they do increase with the frequency of the

ose.

Mr. CHAN. I think, if I may answer the question a little dif-
ferently, I think if in fact one can have an IND whereby one can
reduce the six shots to even three shots, it would be a tremendous
tactical advantage logistically in terms of applying these vaccines,
the current licensed vaccine. Because that would mean, instead of
requiring 18 months for a full regimen of shots, it would be reduced
to 4 weeks.

So the surgeon general of the Army, you know, have been trying
to figure out how best to do that. I think they are initiating a study
to examine that. And it is significant in that sense.

Ms. SCHAKOWSKY. I just want to say that what we don’t know
is just so overwhelming. And in your answer—in your testimony,
it says several studies have shown no direct comparison of immu-
nity and humans to that in monkeys, and the bridging, as you call
it, studies that haven’t been done and the studies of dosage and
how they relate to protection and safety—it is just dramatic, I
think.

Thank you.

Mr. SHAYS. I think we are ready to get to the next panel. Mr.
Chan, I appreciate your statement, and I also appreciate your
frank answers to our questions. Thank you, and Dr. Sharma.

Mr. CHAN. Thank you.

Mr. SHAYS. And obviously, I appreciate the panel No. 2 and No.
3 for their patience as well.

So at this time, I would call Dr. Katherine Zoon, Director, Center
for Biologics Evaluation and Research, Food and Drug Administra-
tion, more commonly called FDA, accompanied by Mr. John Taylor,
Senior Adviser for Regulatory Policy from FDA. And then we have
General Eddie Cain, Joint Program for Biological Defense, Depart-
ment of Defense, and Dr. Robert Myers, chief operating officer for
BioPort Corp.
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Welcome them to come and, if you could remain standing just so
I could swear you in. As you know, we swear in all of our witness
who testify.

Now, let me ask as well. Is there anyone else who might assist
you, who you might prefer to answer the question? If they are here,
I would prefer they stand up as well so we don’t have to swear
them in again.

So if they are here, if there is anyone who might—even if you
end up not doing it, it is probably better to just get sworn in. That
helps us out. And then we will identify you for our recorder if, in
fact, you respond to a question.

And if you would, raise your right arms please.

[Witnesses sworn.]

Mr. SHAYS. Thank you. I recognize all the individuals who stood
up as responding in the affirmative. I think it is very important for
all of our—we have three people testifying, Dr. Zoon, also General
Cain and Dr. Myers, for you to feel that you can give a full state-
ment. And also I have no problem with you responding to anything
you have heard. You have been very gracious in listening to the
testimony. And you may disagree with it, and you may have some
very helpful facts that would allay some of our fears as well.

So, we will start out with Dr. Zoon, then we will go to General
Cain, and then we will go to you, Dr. Myers. And I am going to
do a 5-minute clock. I am going to switch the clock again another
5 minutes. And we will see if that gives you enough time.

So, at this time, Dr. Zoon.

STATEMENTS OF KATHRYN ZOON, DIRECTOR, CENTER FOR
BIOLOGICS EVALUATION AND RESEARCH, FOOD AND DRUG
ADMINISTRATION; GENERAL EDDIE CAIN, JOINT PROGRAM
FOR BIOLOGICAL DEFENSE, DEPARTMENT OF DEFENSE;
ROBERT MYERS, CHIEF OPERATING OFFICER, BIOPORT
CORP.; AND JOHN TAYLOR, SENIOR ADVISER FOR REGU-
LATORY POLICY, FOOD AND DRUG ADMINISTRATION

Dr. ZooN. Thank you, Mr. Chairman.

Mr. Chairman, members of the committee, and Mr. Metcalf, if he
comes back, I am Dr. Kathryn Zoon, Director of the Center for Bio-
logics Evaluation and Research at the Food and Drug Administra-
tion. I appreciate the opportunity to discuss the safety and efficacy
of the anthrax vaccine currently manufactured by BioPort Corp.

Mr. Chairman, we are aware that some people question the safe-
ty and efficacy of the anthrax vaccine. Let me be clear, we believe
that for persons at high risk, the licensed anthrax vaccine is safe
and effective for the prevention of the often-fatal anthrax disease.

Our confidence in this vaccine is based upon four components.
First, the clinical trials and subsequent clinical laboratory experi-
ence with the vaccine. In this case, the Brachman trial and the
CDC trial, which I will discuss.

Second, ongoing inspections of the manufacturing facility based
on our CGMP requirements. Third, our lot release requirements,
which are another layer of protection, and fourth, our surveillance
of adverse event reports that serve as an early warning system.
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We continue all our efforts in all four categories of these areas
to help assure that only safe and effective products are on the mar-
ket.

Anthrax is a highly infectious disease caused by spores of a bac-
terium known as bacillus anthracis. Untreated cutaneous anthrax
infection has a mortality rate of approximately 20 percent. Inhala-
tion anthrax has a mortality rate of 80 to 90 percent or higher.

Mr. Chairman, the only known effective prevention against an-
thrax disease is the anthrax vaccine. The Centers for Disease Con-
trol and Prevention data on reported cases in the United States in-
dicate a decline from 130 cases per year at the beginning of the
century, to zero cases per year in recent years. Use of the anthrax
vaccine to immunize people at risk of exposure along with vaccina-
tion of animals against anthrax has likely contributed to a favor-
able decline in anthrax infections.

I will describe the historical efficacy data for you. During the
1950’s, Philip Brachman and his colleagues conducted a single-
blinded clinical trial involving workers in four mills in northeastern
United States. Mill workers were at risk because they routinely
handled anthrax-infected animal materials. By comparing the com-
pletely vaccinated population versus the placebo population, the
authors of the study calculated a vaccine efficacy level of 92.5 per-
cent.

On April 14, 1966, CDC submitted an investigational new drug
application for the anthrax vaccine to the Division of Biological
Standards, which at that time was part of the National Institutes
of Health. Under this IND, the Michigan Department of Public
Health manufactured most of the lots of investigational vaccine
prepared in a similar, but not identical, manner to the vaccine used
in the Brachman study.

Data submitted to the Division of Biological Standards under
this IND describe CDC’s experience with approximately 7,000
study participants, including textile workers and laboratory work-
ers. On November 10, 1970, the Division of Biological Standards
granted a license to the Michigan Department of Public Health for
the production of anthrax vaccine.

The data submitted by CDC met the provisions of the Public
Health Service Act, which require evidence of safety, purity and po-
tency. After the Division of Biological Standards was transferred
from NIH to FDA, a panel review was initiated to verify whether
existing data supported the safety and efficacy of biological prod-
ucts. The panel on review of bacterial vaccines and toxoids evalu-
ated all safety and efficacy from the CDC and Brachman trials.

The panel recommended that anthrax vaccine manufactured by
the Michigan Department of Public Health be classified as a cat-
egory one product, meaning it was considered safe, effective and
not misbranded.

As the panel concluded, it would be virtually impossible to con-
duct an efficacy study today as the incidence of naturally occurring
anthrax in humans is low and sporadic in occurrence. The safety
data base developed by CDC under the IND, however, would be
considered a reasonable pre-licensure data base to evaluate such a
product today.
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The population that has been immunized to date represents indi-
viduals who are considered to be at risk for exposure. Approxi-
mately 7,000 patients were vaccinated during the CDC clinical
trials. While it is not possible to accurately report the precise num-
ber of people vaccinated between 1974 and 1989, approximately
68,000 doses were distributed. This is sufficient to vaccinate about
11,000 people.

Deviations from current good manufacturing practices have re-
cently been documented during inspections of the anthrax vaccine
manufacturing facility. CGMP’s are only one of the several safe-
guards to assure product quality. Our surveillance includes infor-
mation from testing and review of manufacturing records, which
showed lots of product available for distribution are safe and effec-
tive for immunizing individuals at risk.

The anthrax vaccine is subject to lot release. The lot-release pro-
gram helps assure product safety by providing a quality-control
check on product specifications. Each product lot of anthrax vaccine
undergoes thorough testing, including purity, potency, identity, and
sterility. Manufacturers may release lots only after this testing is
documented and reviewed by the FDA.

FDA uses the vaccine adverse-event reporting system, VAERS, to
track adverse-event reports possibly associated with licensed vac-
cines. Any person, including a patient, can file an adverse-event re-
port. Reporting adverse experiences associated with anthrax vac-
cine is voluntary for healthcare providers and mandatory for the
manufacturer. A report does not indicate that the vaccine caused
the adverse event, but only that the event occurred soon after the
vaccine administration.

From the time VAERS started operating in 1990, until April 1st,
1999, 101 reports of adverse experiences have been received re-
garding the anthrax vaccine. Of these, 87 were non-serious and 14
were considered serious events. As the number of people immu-
nized with vaccine increased, the number of adverse-event reports
may also increase.

Data from the VAERS system can serve as a useful tool in identi-
fying potential problems with the vaccine. Thus far, the reports re-
ceived on the anthrax vaccine do not signal concerns about the
safety of the vaccine.

Mr. Chairman, let me state clearly that we are confident that for
persons at high risk, the licensed vaccine is safe and effective for
the prevention of anthrax—disease.

I can assure you that FDA will remain vigilant in its oversight.

I appreciate the subcommittee’s interest in this very important
topic, and I will be happy to answer any questions.

Thank you.

[The prepared statement of Dr. Zoon follows:]
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Introduction

Mr. Chairman and Members of the Committee, I am Dr. Kathryn
zoon, Director, Center for Biologi¢s Evaluation and
Research, Food and Drug Administration (FDA or Agency). I
appreciate the opportunity to discuss the séfety and
efficacy of the anthrax vaccine, currently manufactured by
BioPort, Corporation. As the Committee requested, I will
explain FDA's Memorandum of Understanding {(MOU) with the
Department of Defense (DOD}). 1T will describe events at the
time of approval of the vaccine and our experience since
then. Lastly, I will describe the compliance history of
BioPort Corporation. Let me start by briefly explaining

the MOU with DOD.

Memorandum of Understanding with Department of Defense

On May 21, 1987, FDA entered into the current MOU with DOD.
This replaced the previous MOU signed in 1974. The 1987
agreement established procedures to be followed by DOD and
FDA regarding the investigational use of drugs, biologics
and medical devices. The MOU affirms that clinical testing
of new drugs will be done in accordance with applicable
regulations concerning Investigational New Drug

Applications (INDs) and Institutional Review Boards ({IRBs}.
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The MOU addresses the possibility of a need for expedited
review of an IND by FDA to meet DOD requirements concerning
National defense considerations. Under the MQU, DOD is
responsible for classifying medical research and

development as it relates to information that may be made
public under Freedom of Information Regulations. It should
be stressed that this agreement, however, does not allow
DOD to perform research on humans without submitting an IND‘

and it requires DOD to comply with all FDA regulations.

Background

Anthrax is a highly infectious disease caused by spores of
a bacterium known as Bacillus anthracis. These spores
resist destruction and may be present in the soil for
decades, occasionally infecting grazing animals that ingest
the spores. Goats, sheep and cattle are examples of
animals that may become infected. Human infection may
occur by three routes of exposure to anthrax spores:
cutaneous, gastrointestinal, and pulmonary. Skin contact
with live infected animals, or with the hide, hair or bones
of an infected animal may lead to infection of a person’s
skin, known as cutaneous anthrax infection. This is the’

most common manifestation of anthrax in humans, accounting
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for more than 95 percent of cases. Eating undercooked or
raw infected meat can cause gastrointestinal anthrax
infection. Breathing in airborne spores may lead to

pulmonary anthrax, also known as inhalation anthrax.

Experience has shown that inhalation anthrax has a very
high mortality rate, with estimates ranging from 80 percent}
to 90 percent or higher. Untreated cutaneous anthrax '
infection is associated with a death rate gstimated to be

approximately 20 percent.

Inhalation anthrax infection has two phases. During the
first phase, which occurs within one to five days after
inhalation of the spores, the patient has influenza-like
symptoms, such as a cough, malaise, fatigue and mild fever.
Several days later these symptoms may subside, but are
rapidly followed by the second, more severe stage of
aisease. During the second phase, the patient experiences
sudden onset of severe respiratory distress, and sometimes
chest pain accompanied by fever. Chest x-rays may show
fluid in the lung. Within a day, septic shock and death

will likely occur.
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The only known effective prevention against anthrax is the
anthrax vaccine. Treatment of cutaneous anthrax infection
involves administration of antibiotics. In the case of
pulmonary anthrax infection, therapy has been of limited

benefit, except when given immediately after exposure.

Prior to use of the anthrax vaccine, cases of human anthrax_
infection in the United States were much more prevalent.
According to data from the Centers for Disease Control and
Prevention, (CDC) there were approximately’130 reported
cases of anthrax infection per year at the start of this
century. In the past decade, there have been years with no
reported cases of human anthrax infection in the United
States. It is difficult to assess exactly how much of this
dramatic reduction is due to the vaccine, but immunization
with the anthrax vaccine of people at risk, along with
vaccination of animals against anthrax, have likely
contributed to this favorable decline. Elsewhere in the
world, human anthrax cases continue to be reported,
especially in countries with predominately agricultural

economies.



46

History of the Anthrax Vaccine

Clinical trials on the anthrax vaccine were conducted by
Philip S. Brachman et al. during the 1950’s’. This
controlled field study involved workers in four mills in
the northeastern United States that processed imported
animal hides. This selected population was at risk because
the mill workers routinely handled anthrax-infected animal
materials. Prior to vaccination, the yearly average number
of human anthrax infection was 1.2 cases per 100 employees

in these mills.

For this trial, employees who had not previously contracted
anthrax were selected and divided into two groups. Ther
groups were balanced with regard to their age, length of
employment, department at the mill, and the particular job
they performed. The trial was a single-blinded study,
where the participants were not told whether they received
the vaccine or placebo. 1Individuals who did not
participate in the controlled study [because they were
ineligible (i.e. had a history of prior anthrax) or chose

not to receive the injections] were also monitored for

! Philip S. Brachman, M.D., Herman Gold, M.D., Stanley A.
Plotkin, M.D., F. Robert Fekety, M.D., Milton Werrin, D.V.M.,
F.A.P.H.A., and Norman Ingraham, M.D., F.A.P.H.A.
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anthrax. These individuals were referred to as the

observational group.

During the trial, 26 cases of anthrax infection were
reported at the mills - five inhalation and 21 cutaneous.
Of the five inhalation cases, two individuais had received
the placebo, while three individuals were in the
observational group. Four of the five people who developed
inhalation anthrax died. No cases of inhalation anthrax
occurred in vaccine recipients. Of the 21vcutaneous cases,
15 individuals had received the placebo, three indiﬁidhals
were in the observational group, two individuals were
partially immunized and one individual was fully immunized.
Based upon a comparison between the populations completely
vaccinated versus the populations receiving placebo, the
authors calculated a vaccine efficacy level of 92.5

percent,

On April 14, 1966, CDC submitted an IND for the anthrax
vaccine to the Division of Biologics Standards, which was
then part of the National Institutes of Health (NIH} and
later transferred to FDA. The method of preparing this
vaccine was similar, but not identical, to the vaccine used

in the Brachman et al. study. The vaccines in both studies
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were based on the immunity induced by the protective
antigen (PA). Persons receiving the vaccine made by the
two different methods demonstrated similar peak immune
responses (antibody concentration) following the initial

three doses.

Textile employees and laboratory workers were immunized
under this IND. A number of lots of investigational
vaccine used by CDC under this IND were manufactured by the

Michigan Department of Public Health (MDPH).

The data submitted to the Division of Biologic Standards
described the CDC’s experience with approximately 16,000
doses of anthrax vaccine from four lots manufactured at
MDPH. These MDPH lots were administered to approximately

7,000 study participants.

For the four MDPH lots used for vaccinations, reported
local reactions at the immunization site ranged between

3 percent to 36 percent of the initial series of doses, and
3 percent to 33 percent of the booster doses, depending on
the lot. Reported mild reactions were 3 percent to

20 percent of all doses. Reported moderate local reactidns

were 1 percent to 3 percent of doses. Severe reactions
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were reported for less than 1 percent of doses. Systemic
reactions were reported in four cases during the five-year
reporting period. These reactions included fever, chills,
nausea and general body aches, and were reported to have

been transient.

The Division of Biologics Standards determined that the
data submitted by CDC supported licensure of the vaccine.
On November 10, 1970, the Division of Biolqgics Standards
issued a product license to MDPH to manufaéture anthrax

vaccine.

Approved labeling for the anthrax vaccine states that
immunization with this product is recommended for
individuals who may come in contact with animal products
that may be contaminated with Bacillus anthracis spores;
and for individuals engaged in diagnostic or
investigational activities which may bring them in contact
with Bacillus anthracis spores. It is also recommended for
persons at high risk, such as veterinarians and others

handling potentially infected animals.

The approved labeling also states that anthrax vaccine is

to be administered subcutaneously  (injected under the
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skin). After the initial dose of 0.5ml, further doses of
0.5ml1 are administered at two weeks, four weeks, six
months, 12 months and 18 months, with yearly boosters

thereafter.

The Panel Review

The Public Health Service Act, under which biologicals such
as vaccines were licensed, required evidence of safety,
purity and potency. After the Division of Biologic
Standards was transferred from NIH to FDA, expert panels
were assigned to review information on biological products,
including vaccines that had been on the market prior to the
transfer. The review was initiated in order to verify
whether existing data supported the safety and efficacy of

marketed biological products.

‘Biological products were divided into one of six
categories. FDA assigned responsibility for initial review
and recommendation for all products in these six categories
to separate independent advisory panels of outside
scientific experts, collectively known as the Advisory
Review Panel. The Advisory Review Panel also was chargeé

with advising FDA, in the form of a report, on
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classification of these products into one of the following
categories: Category I - safe, effective and not
misbranded; Category II - unsafe, ineffective or
misbranded; Category III - insufficient information,

further testing required.

Based upon their review of available data, the Advisory
Review Panel recommended that the anthrax vaccine
manufactured by MDPH be classified as a Category I product
and that appropriate licenses be continued based upon
substantial evidence of safety and effectiveness ofrthis
product. The safety data from the CDC trials and the
efficacy data from the Brachman et al. trials were the
basis for these findings. These findings were published in

the Federal Register on December 13, 1985.

Today, it would be difficult to repeat the efficacy
studies. This is because there are no evident populations
in the United States where prophylactic vaccine protection
against natural exposure to anthrax could be evaluated in a
clinical field trial, such as was done in the Brachman et
al. study. Specifically, the incidence of naturally
occurring anthrax in humans is low and sporadic in

occurrence, making identification of a trial target

10
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population difficult. Likewise, it would be unethical to
perform cﬂallenge/protection studies in humans. 1In
addition, human immunogenicity and safety data would be
required. The safety database obtained by CDC under the
IND would be considered a reasonable pre-licensure database

to evaluate a safety study today.

Post-Marketing Experience

Since licensure in November 1970, the anthrax vaccine has
been used by livestock workers, veterinarians, lab workers
and researchers who are at risk for infection. The
manufacturer provided FDA the following information
regarding distribution. From 1974 to 1989, approximately
68,000 doses were distributed. 1In 1990, approximately
268,000 doses were distributed. Between 1991 and the
present, we understand that approximately 1,200,000 doses

were distributed.

It is not possible to give a precise number of persons who
received the vaccine prior to use in Operation Desert Storm
and Operation Desert Shield. We estimate that
approximately 7,000 patients received approximately 16,050

doses of the vaccine during clinical trials conducted by

11
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the CDC. 1In addition, between 1974 and 1989, our files

show approximately 68,000 doses were distributed. This is
sufficient to vaccinate about 11,000 people with the full
six-dose regimen of the currently approved anthrax vaccine.
It is possible that some doses distributed were not used,

or that some individuals did not receive the full course of
the vaccine. Thus, it is not possible to accurately report‘
the precise number of people vaccinated between 13874 and

1989.

According to the CDC, from 1962 to 1974, 27 cases of
anthrax occurred in the “at-risk” populations in the United
States. Of those, 24 cases occurred in unvaccinated
individuals, one case after the person had been partially
immunized with one dose of the vaccine and two cases after
individuals had been partially immunized with two doses of
the vaccine. No documented cases of anthrax were reported
for individuals who have received the recommended six doses

of the vaccine.

Vaccine Adverse Event Reporting — Anthrax

With regard to safety data, FDA and CDC jointly operate é

system called the Vaccine Adverse Event Reporting System

12
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(VAERS) . FDA uses this system to track adverse events
possibly associated with licensed vaccines. Reporting of
adverse events associated with the use of anthrax vaccine
is voluntary for individual healthcare providers. The
vaccine manufacturer, however, must report to FDA all

reports of adverse events of which they are aware.

The report of an adverse event to VAERS is not
documentation that a vaccine caused the event, only that
the event occurred soon after the vaccine was administered.
Doctors and other healthcare providers are encouragea to
report serious or unexpected adverse events following
vaccination, whether or not they believe that the
vaccination was the cause of the adverse event. Since it
is difficult to distinguish a coincidental event from one
truly caused by a vaccine, the VAERS database contains

events of both types.

It should be emphasized that adverse event reports can be
made by a health care professional, a patient or anybody
else. If a patient’s physician does not file a VAERS
report, the patient can do so. FDA encourages individuals

to report to VAERS any clinically significant adverse eveént

occurring after the administration of any vaccine licensed

13
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in the United States. Reports to VAERS may be made in
writing or by calling a toll-free number,
1-800~822-7967. Reporting instructions are available on

the Internet at www.fda.gov/cber/vaers.html.

From the time the VAERS system started operéting in 1990
until April 1, 1999, there have been 101 reports of adverse.
events associated with use of the anthrax vaccine reported ‘
to the VAERS system. Of those, 87 were noq-serious events
and 14 were considered serious events. Noﬁ-serious events
include the following symptoms: injection site edemah
(swelling with fluid in tissue), injection site

hypersensitivity, rash, headache and fever.

Of the 11 serious reactions reported during the current
anthrax vaccination program, most individuals have
recovered. Three patients were hospitalized for injection
site reactions. One individual experienced a more
widespread allergic reaction. One individual was
hospitalized with a confirmed case of aseptic meningitis
nine days after vaccination. Another individual
experienced Gullain-Barré syndrome within 24 hours of the
third dose. He was unable to walk for nine days. He

gradually recovered and had symptom resolution within five

14
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months of the vaccination. Three weeks after receiving the
vaccine, another individual experienced bipolar disorder

and has not recovered.

It should be emphasized, once again, that it is not always
possible to attribute a cause and effect reiationship
between a reported event and a vaccination. With the
exception of injection site reactions, all of the adverse

events noted above do occur in the absence of immunization.

While the data gathered from the VAERS system can sérvé as
a useful tool in spotting potential problems, the data
gathered from the VAERS reports on anthrax vaccine, thus
far, do not signal concerns about the safety of the
vaccine., As more people receive the vaccine, the numbers

of adverse events reported will increase.
Lot Release

Because of the complex manufacturing processes for most
biological products, each product lot undergoes thorough
testing for purity, potency, identity, and sterility.
Manufacturers may release lots only after this testing is

documented. FDA may require lot samples and protocols

15
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showing results of applicable tests to be submitted for
review and possible testing by FDA. In this case, the
manufacturer may not distribute a lot of the product until
FDA’s Center for Biologics Evaluation and Research releases
it. The lot release program is part of our multi-part
strategy that helps assure product safety by providing a
quality control check on product specifications. The

anthrax vaccine is subject to lot release.

Michigan Biologics Product Institute / BioPort Corporation

The BioPort Corporation facility in Lansing, Michigan is
the only manufacturer licensed by FDA to manufacture
anthrax vaccine. Originally, the facility was operated by
the Michigan Department of Public Health. 1In 1996, the
facility became known as the Michigan Biologics Products
Institute (MBPI), an entity controlled by the State
Government of Michigan. Currently, the facility is known
as BioPort Corporation based upon the September 1998

transfer of ownership from MPBI to BioPort Corporation.
FDA has inspected this facility on many occasions during

the past decade, identifying a number of deficiencies

requiring correction. In particular, FDA conducted an

18
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inspection of MBPI in November 1996. During that
inspection, FDA investigators documented numerous
significant deviations from the Federal Food, Drug, and
Cosmetic Act, FDA’'s regulations and the standards in MBPI’'s
license. Based upon the documented deviations, FDA issued
a Noiice of Intent to Revoke Letter (NOIR) to MBPI in March
1997. The NOIR letter did not mandate the closure of the
facility or lead to seizure of finished product. The
letter, however, did state that if MBPI'’s ;orrective
actions proved to be inadequate, they would run the risk of

having their license revoked.

MBPI responded to the NOIR with a "Strategic Plan for
Compliance®™ presented to FDA in April 1997. This plan
called for the periodic submission of data to FDA that
would serve as evidence of MBPI’'s progress towards
achieving compliance with FDA’s regulations. Under the
plan, FDA would review this data and then monitor MBPI's
progress through follow-up inspections. In February 1998,
FDA conducted a follow-up inspection of the MBPI facility

to evaluate MBPI's compliance with its strategic plan.

The February 1998 inspection disclosed significant

deviations from FDA’s regulations. These deviations

17
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included, but were not limited to, the manufacture of the
anthrax vaccine. In addition, the inspection resulted in a
request by FDA that MBPI quarantine 11 lots of anthrax
vaccine held in storage, pending review of additional
information to be submitted by BioPort regarding the lack
of investigations into possible problems with potency,
sterility and particulate matter. These lots are still in
quarantine, and will remain in quarantine until the company
submits required information to the Agency. FDA noted that
MBPI had made progress in achieving its compliance goals,
but additional work remains in order to correct the>
deviations related to the manufacture of the anthrax

vaccine.

Pursuant to its purchase of the MBPI facility in
September 1998, BioPort agreed to abide by the strategic
plan and other commitments for corrective actions made by

the management of MBPI.

It should be noted that MBPI halted production of anthrax
vaccine sublots in January 1998 to begin a comprehensive
renovation of the anthrax production facilities. No
anthrax vaccine has been produced since BioPort became

owner of the facility.

18
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In its most recent inspection of BioPort Corpocration in
October 1998, FDA found continuing improvement. FDA
believes that the products not quarantined by BioPort are
safe and effective for the labeled indications. FDA found
thaf the firm had made progress toward meeting objectives
under its strategic plan in bringing the facility into full
compliance. Based on BioPort’s progress to date, FDA is
hopeful that the company will continue to demonstrate
improvement. Further FDA inspections should verify
BioPort’s compliance with regulations for the manufécture
of all products, including anthrax vaccine. We will
continue to work closely with BioPort to ensure that the

goals outlined in their strategic plan are met.

Conclusion

Mr. Chairman, we believe anthrax vaccine is a safe and
effective vaccine for. the prevention of anthrax disease -
an often-fatal disease. OQur confidence in this wvaccine,
like all vaccines, is based upon four components: first -~
the clinical trials and subsequent c¢linical laboratory

»

experience with the vaccine; second - ongoing inspections

19
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of the manufacturing facility; third - our lot release
requirements; and fourth - our ongoing collection of
adverse event reports. We will continue our efforts in all
four of these areas, with the anthrax vaccine and all
vaccines, to assure that only safe products are on the

market.

I appreciate the Subcommittee’s interest in this very

important topic and would be happy to answer any questions.

20
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Mr. SHAYS. Thank you very much.

General Cain. Thank you.

General CAIN. Chairman Shays and other distinguished com-
mittee members, I am honored to appear before your committee
today to address the production and supplemental testing of the
Department of Defense, the DOD’s, vaccine program. I am Briga-
dier General Eddie Cain, Joint Program Manager of the Joint Pro-
gram Office for Biological Defense, and I have served in this posi-
tion since June 1998.

I have provided the committee with a more detailed written
version of my testimony that I would like to submit for the record.
Today, I will address the specific questions raised in your letter to
Secretary Cohen that are in my area of responsibility.

The Joint Program Office of Biological Defense plays a major role
in force protection with DOD by providing detection equipment and
medical products to all service members. One aspect of my mission
is to provide centralized program management for the advance de-
velopment and production of all DOD biological defense vaccines,
including anthrax vaccine.

This responsibility includes licensing, testing, and stockpiling
these biological defense vaccines. As was stated during the March
24th hearing, anthrax is a major biological warfare threat faced by
our armed forces. More than 10 countries, including Iraq, have or
are suspected of developing a biological warfare capability.

Anthrax is the biological weapon most likely to be encountered
because it is highly lethal, easy to produce in large quantities, and
relatively easy to weaponize. If anthrax is used as a biological
weapon, disease will most likely occur by inhalation of anthrax
spores. Death is the usual outcome once clinical symptoms appear
regardless of any post-exposure treatment.

Death from anthrax, however, is preventable by immunization
with the licensed vaccine, thereby enhancing force protection. On
a personal note, I have received four of the six shots, and I can tell
you that I have no reservation about taking the vaccine, and I have
had no adverse reaction.

Protection of the total force against anthrax was initiated by Sec-
retary Cohen in December 1997. One of the conditions required be-
fore implementation of the immunization plan was that supple-
mental testing had to be accomplished to assess sterility, safety,
potency, and purity of the vaccine lots in the stockpiles. The FDA
has previously released all lots in the stockpile. DOD, however, for
added assurance, directed the Joint Program Office to contract the
Michigan Biological Products Institute, now BioPort, to conduct
supplemental testing on all lots of anthrax vaccine in the DOD
stockpile.

Whereas, BioPort conducts the actual testing, Miretek Systems
Inc., a DOD contractor, provides independent oversight of this test-
ing. Miretek staff observes all aspects of the supplemental testing
and provides a written report to the Joint Program Office on the
acceptability of the testing and test results.

The Joint Program Office then reviews all data prior to releasing
any lot for shipment and use. Only those lots in the original stock-
pile that have passed supplemental testing have been approved for
use for immunization.
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Supplemental testing began in January 1998. As of April 1999,
eight lots have passed all supplemental testing requirements. De-
tail status of the remaining lots is outlined in my written testi-
mony.

I will now discuss the anthrax vaccine production facility, which
is the only FDA licensed manufacturer in the world. Before imple-
mentation of the immunization plan and the November 1996 in-
spection, a DOD task force evaluated the anthrax vaccine capabili-
ties at the facility. It was determined that the facility would re-
quire substantial renovation to meet production and FDA regu-
latory requirements.

Let me reiterate that the decision to renovate the facility was
made before the 1996 FDA inspection. Production was stopped in
January 1998 to begin the renovations. The physical aspects of the
renovation were completed in January 1999. Completion of the ren-
ovation also requires validation of the manufacturing equipment
and the production process. The process validation includes pro-
ducing several lots of anthrax vaccine for review by the FDA.

We expect new vaccine to be available by January 2000.

With respect to current vaccine availability, there is sufficient
anthrax vaccine to support the Secretary of Defense anthrax immu-
nization program through December 1999. Beyond 1999, both the
remaining doses in the stockpile and new vaccine produced in the
renovated facility will ensure that DOD has sufficient doses to
meet force-protection requirements.

In conclusion, anthrax vaccine is a key element in protecting
service members against a lethal threat of anthrax. The DOD will
continue to work with BioPort and the FDA to ensure there is a
sufficient supply of safe and effective anthrax vaccine.

Mr. Chairman, this concludes my statement. Although I did not
address your question regarding adverse reaction reports, I have
included a statement in my written testimony from the Office of
the Surgeon General regarding this topic.

I am ready to address any questions that may fall in my respon-
sibility at this time.

[The prepared statement of General Cain follows:]
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Introduction

Chairman Shays, Representative Blagojevich and Distinguished Committee Members, |
am honored to appear before your Committee today to address the production and
supplementai testing of the Department of Defense's (DoD) Anthrax Vaccine.

| am Brigadier General Eddie Cain, Joint Program Manager of the Joint Program Office
for Biological Defense (JPOBD). | have served in my present position since June 1898.

The JPOBD provides centralized program management for the advanced development
and production of all DoD biological defense (BD) vaccines. Major areas of responsibility
include the development, licensing, stockpiling and testing of BD vaccines.

Background

Anthrax is a major biological warfare threat faced by United States forces. More than
ten countries, including Iraq, have or are suspected of developing a biological warfare
capability. Anthrax is the biological weapon most likely to be encountered because it is .
highly lethal, easy to produce in large quantities, and relatively easy to develop as a weapon
due to the stability of its spore stage. If anthrax is used as a biclogical weapon, disease will
most likely occur by inhalation of anthrax spores. Death is the usual outcome once clinical
symptoms appear regardless of any post-exposure treatment. Death from anthrax,

however, is preventable by immunization with the licensed vaccine.

The responsibilities for funding, management and oversight of the DoD Anthrax
Vaccine contracts were assumed by the JPOBD in 1995 from the U.S. Army Medical
Research and Development Command (USAMRDC), currently the U.S. Army Medical
Research and Materiel Command, headquartered at Fort Detrick, Maryland.

AS OF: 4:11 PM 04127/99
ANDFT TESTIMONY-JPM.doc
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Memoranda of Understanding (MOUs)

The Committee requested that DoD address the purpose and operation of any past or
current MOUSs between DoD and the Food & Drug Administration (FDA). | am not aware of
any MQUs between DoD and FDA that specifically deal with the licensed Anthrax Vaccine.
Since 1987 there have been two general MOUs between DoD and FDA. The first MOU,
“Investigational Use of Drugs, Antibiotics, Biologics, and Medical Devices by the Department
of Defense”, was signed in May 1987. This MOU formalized agreements that DoD would
comply with Federal regulations for DoD sponsored clinical research as pertains to 21 CFR
312 or 21 CFR 812. FDA agreed to special expedited review for DoD reguirements to meet

- national defense conditions including stockpiling considerations for future use. FDA also
agreed to maintain a cadre of personnel who have appropriate security clearances if
research projects involve potential security issues. The second MOU, "Quality Assurance
Support for Medicai Materiel Having Military Application”, was signed in June 1891. The
latter MOU formalized the relationship and defined the responsibilities of USAMRDC and
FDA to each other during the research, development and pre-marketing acquisition of

medical materiel for military application. This MOU expired June 1997.

Suppiemental Testing

As you know, the Secretary of Defense (SECDEF) announced in his December 15,
1997 press release that the Anthrax Vaccine Immunization Program (AVIP) would start only
after several conditions were met. One of those conditions was “supplemental testing to
assure sterility, safety, potency and purity of the vaccine”. FDA had previously released
these anthrax vactine lots for use. DoD, however, for added assurance directed JPOBD to
contract with-BioPort, formerly Michigan Biologic Products Institute (MBPI), fo conduct
supplemental testing, with external oversight, on all lots of anthrax vaccine in the DoD

. stockpile.

The supplemental testing is based on tests required by FDA for lot release, and
provides an added level of confidence in the potency and purity of the anthrax vaccine in our

2 AS QF:4:11 PM 042759
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stockpile. BioPort has performed, and continues to perform supplemental testing on all
ticensed lots of anthrax vaccine that were in DoD's original stockpile. Mitretek Systems Inc.
performs independent oversight and provides a quality assurance function for DoD within the
BioPort production facility. Mitretek's staff observes all aspects of the supplemental testing
and provides a written report to JPOBD on the acceptability of the testing and test resuits.
JPOBD reviews all data prior to releasing any lot for shipment and use.

Supplemental testing began in January 1998, and originally was scheduled for
completion in November 1998. As of April 1999, eight licensed lots have passed all
supplemental testing requirements. JPOBD has approved these eight lots for use.

During the conduct of supplemental testing BioPort and Mitretek Systems Inc. identified
an inconsistency in the control values in potency assays conducted in June and September
1998. Based on this inconsistency, JPOBD suspended supplemental testing and senta
“Tiger Team” of subject matter experts to help resolve the problem. Corrective action is
being implemented. We expect to resume testing within six months and do not anticipate

any impact on the immunization plan.

- Manufacturing Facili

In support of DoD Directive 6205.3, “DoD Immunization Program for Biological Warfare
Defense”, dated November 26, 1993 and in anticipation of the SECDEF announcement to
immunize the total force, JPOBD evaluated the anthrax production capabilities and -
determined. that it wouid require renovation to errsure it would meet FDA regulatory
requirements. JPOBD initiated discussions with the manufacturer in the summer of 1996 to
shut down the production line for renovation. The final feasibility study was completed in
May 1997. Cost estimates and design work were started, and construction in a-number of
ancillary areas was initiated in 1997. Production line operations were suspended in January
1998 so that production line renovation could begin.

3 AS OF: 4:11 PM 042799
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The physical aspects of the renovation were completed in January 1999 on schedule.
Completion of the renovation also requires validation of the manufacturing equipment and
the production process. The process validation includes producing consistency lots of
anthrax vaccine for review by FDA. We expect this to be completed by January 2000.

Stockpile

There is sufficient anthrax vaccine to support the immunization plan through December
1999. As of 15 April 1999, doses available for immediate use include one undistributed ot
that has completed supplemental testing along with four additional lots recently released by
FDA. These latter four lots are not part of the original DoD stockpile and did not undergo
supplemental testing because lot release data were recently completed and submitted to-
FDA for review and approval.

No lots are under mandatory quarantine. Twenty-one iots of the original stockpile are
voluntarily quarantined by BioPort pending resolution of supplemental testing or FDA
regulatory issues. JPOBD is working closely with BioPort fo resolve these issues prior to
making any lots available for DoD use. )

Adverse Reactions

The Anthrax Vaccine Immunization Program (AVIP) Office, Office of the Army
Surgeon General, provided the following information:

“The safety of the vaccine is the most closely scrutinized aspect of the entire Anthrax
Vaccine Immunization Program, or AVIP. We monitor very closely for trends and events that
may indicate problems and we have an immunization tracking system that can readily allow
us to analyze these problems by unit, by lot, or by location.

“Since DOD began the AVIP during the National Command Authorities directed
contingency OPERATION Desert Thunder in March of 1998, DOD submitted 49 individual

4 AS OF: 4:11 PM 0427599
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VAERS-1 Forms, representing the vaccine adverse events from over 810,000 individual
vaccination events in more than 260,000 Service Members, representing a 0.006%
incidence rate. Only 8 of these 49 Vaccine Adverse Event Reporting System Forms
indicated a requirement for either hospitalization or loss of duty for more than 24 hours. Of
these 49 reports, 26 are characterized as local hypersensitivity reactions. This includes
local erythema or redness at the site of vaccination, a subcutaneous nodule or knot under
the skin, tenderness, and perhaps sweilling. Of these 26 local reactions, 9 were classified as
mild-local redness at the injection site (1-2 centimeters in diameter); 10 were classified as
moderate-local redness (greater than 1-2 centimeters but less than 5 centimeters in
diameter) and perhaps a subcutaneous nodule; 7 were classified as severe local
reactions-redness exceeding 5 centimeters in diameter or perhaps swelling at the site which,
in some cases, actually extends to the lower forearm. It is important to note and compare
that other US National vaccines with similar components and constituency, such as tetanus
toxoids and typhoid for example, have nearly identical adverse events associated with their
use. The remaining 23 of 49 adverse events are classified as systemic reactions. Systemic
reactions range from hives, muscle and joint pain, nausea, fever, and chills. Again, these
rare adverse events are commonly cited in the medical literature with many other vaccines.
In fact, you should note systemic reactions occur with gresater incidence with the Mumps,
Measles and Rubella Vaccine, Hepatitis B Vaccine, and Diphtheria, Tetanus and Pertussis
Vaccines, effectively given as part of our National vaccination programs. One US Navy
sailor experienced a more serious systemic reaction after his third vaccination referred to as
Guillian-Barre Syndrome (GBS). The etiology of this syndrome is still unknown, although it
has been associated with recent infectious disease and vaccinations. The CDC reports that
the vast majority, 85 percent of patients with GBS, do not report receiving any vaccine in the
weeks prior to developing symptomatically. GBS gained some notoriety during the 1976
national vaccination against swine influenza and was found to increase the rate of GBS
slightly less than one case per one hundred thousand vaccinations. Subsequent influenza
vaccines prepared from other virus strains have not been clearly associated with an
increased frequency of GBS. More recent studies suggests the rate may be as low as 1-3
cases per 1,000,000 people vaccinated. The possible risk of developing GBS following
immunization is so small, however, that it is difficult to study and accurately estimate.

5 AS OF: 4:11 PM 04727/99
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“The 49 VAERS events outlined for you represent all reports submitted through our
reporting system within all Department of Defense Military Treatment Facilities. The FDA
implemented their vaccine adverse event reporting system, commonly referred to as
VAERS, in November of 1990. VAERS is the responsibility of the Division of Biostatistics
and Epidemiology in-the Center for Biologics Evaluation and Research. It is also monitored
at the CDC by the National Immunization Program, Vaccine Safety and Development
Activity. Since 1990, only 101 adverse events have been reported to the FDA as temporally
associated to the anthrax vaccine. These reports come from disparate sources and may
actually be submitted directly by any individual suffering an adverse event. Since this is a
passive surveillance system, this open approach encourages the submission of any and all
events that may represent a significant trend. The FDA cites that only 9 of these 101 reports
represent a serious event. Serious events are defined by the FDA as those that are
life-threatening, result in a chronic illness or condition, or require hospitalization. The FDA
assesses that none of these events are causally related to the anthrax vaccine and do not
represent a sentinel trend in adverse health effects associated with the vaccine. All adverse

events reported within the DoD have resolved and all have returned to duty.

“It is also important to distinguish the difference between adverse events and
side-effects associated with the vaccine. While our system does not discourage reporting
any VAERS temporally associated with the vaccine, many of those reports submitted
represent side-effects. Any case that results in either loss of duty for more than 24 hours or
hospitalization must be reported through the DoD as an adverse event. Conversely,
side-effects do not effect either duty performance or any other activity of daily living. The
history on the use of this vaccine-in the United States, which was licensed more than 28
years ago, suggests that the side effects associated with its use are minimal. The product
insert for the vaccine cites that as many as 30-percent of recipients will experience a mild,
local reaction. The clinical data submitted to the FDA when the vaccine was first licensed in
1970 estimated 16-percent or less would experience a mild local reaction, as few as
4-percent would experience a moderate local reaction, and less than 1-percent would have a
serious local reaction including swelling at the site of inoculation that may extend down the

6 AS OF: 4:11 PM 042799



72

BG EDDIE CAIN

extremity. Less than 1-percent of the study group experienced any type of systemic
reaction. Studies on reactions and side-effects by the US Army Medical Research institute
for Infectious Diseases, USAMRIID, conducted from 1977 to 1996 validates the earlier
reports and the low reactogenicity of this vaccine.

“All the members of the AVIP collective team-the Surgeons General, the Joint
Program Office, the Joint Staff, and the Assistant Secretary of Defense for Health Affairs,
have endeavored to continuously monitor the health of our people to protect against any
adverse health effect. Under the direction of the Army Surgeon General, Tripler Army
- Medical Center launched an internal survey of more than 600 assigned clinicians to closely
evaluate every conceivable side effect that had any temporal correlation to the anthrax
vaccination. We encouraged the survey participants to report any side-effects, irrespective
of the degree of severity, to develop an accurate projection of the vaccine's effect on the
service member's health and the degree to which it impaired his duty performance. Less
than 5-percent sought medical care for side-effects after any of the first three doses, and
most of these side-effects, according to the principal investigator, were determined to be
from illness not related to the vaccine. Only 3 VAERS were reported from the population,
none of which required hospitalizétion. This survey will continue, with no established
endpoint, until we have sufficient data to confirm the historical rates associated with this

vaccine.

“The Army Surgeon General, acting on behalf of the Executive Agent, has aiso
requested the assistance of an external review panel to analyze each of the reported
VAERS. Presently, the Vaccine Injury Compensation Program (VICP), from the Department
of Health and Human Services is evaluating 100% of ail VAERS received by the FDA related
to the anthrax vaccine. The VICP has met three times now and reviewed 59 of the 84
reported VAERS. Their recommendation is for, "no change in the current DoD anthrax
immunization program except to initiate observational studies, preferably with a control

group, as soon as possible.

7 AS OF: 4:11 PM 04/27/99
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“The Army Surgeon General has proposed a longitudinal, cohort study to assess both
near-term and long-term reactions. This item will be discussed at a clinical conference
scheduled for May 1999. Attendees include clinicians from alt Services, the Armed Forces
Epidemiological Board, the CDC, and the Center for Bioterrorism at Johns Hopkins

University.

“Mr. Chairman, Representative Blagojevich, Distinguished Committee Members,
Force Health Protection is the concept embedded in Joint Vision 2010 which not only
identifies how we will manage battlefield casualties in the next millennium, but how we must
leverage our medical resources to maintain a healthy and fit force, and prevent casualties
throughout the operational spectrum. The AVIP epitomizes this paradigm by using superior
. technologies to add another dimension of protection against emerging threat of anthrax as a
biological weapan of mass destruction. Leveraging the superior technologies of the future,
this program provides a template for managing all health readiness metrics and ensures a
hyper-fit force that will be preeminent in any form of conflict. We continue to monitor the
safety of this program to ensure and protect our most valued asset-the individual soldier,

sailor, airman and marine. *
Conclusion
Anthrax vaccine is a key element in protecting service members against the lethal

threat of anthrax. DoD is working with BioPort, the only licensed anthrax vaccine .

manufacturer to ensure there is a supply of this safe and effective vaccine.

8 AS OF: 4:11 PM 04/27/99
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Mr. SHAYS. Please summarize that Surgeon General’s report.

General CAIN. In summary, Mr. Chairman, the surgeon general
just concluded that it is safe and effective—that the vaccine is safe
and effective.

Mr. SHAYS. That is a real summary. [Laughter.]

I was hoping for a little meat in there, a little detail. Are you
prepared to give anything more than that summary?

General CAIN. I am not at this time.

Mr. SHAYS. Dr. Myers.

Dr. MYERS. Mr. Chairman and distinguished committee mem-
bers, my name is Dr. Bob Myers, and I am the chief operating offi-
cer of BioPort Corp. And thank you for making my stay here in
Washington as pleasant as possible.

I am proud to come before you today and tell you about our expe-
riences as the manufacturer of the first and only routinely used de-
fense vaccine in our country. I am pleased to have this opportunity
to personally assure you of our vaccine’s safety and effectiveness.
Indeed, this vaccine, instead of being criticized, should be welcomed
as a safe and effective counter to biological warfare in today’s high-
ly threatening global environment.

I have worked for the lab since 1978, when it was owned by the
Michigan Department of Public Health. I have been involved in,
largely directed, the manufacture of all doses of anthrax vaccine
being used in the Department of Defense, by the Department of
Defense in its anthrax vaccine immunization program.

Let me be clear at the outset. I don’t set policy; I make vaccines.
And T am totally committed to providing the very best protection
possible against the anthrax threat. BioPort has worked closely
with the FDA to license and manufacture a quality vaccine, and we
are working closely with the DOD to build and test a stockpile of
vaccine that meets their important force-protection requirements.

As you have heard this morning, anthrax is by far the most like-
ly bio-weapon we will face in the near future. The vaccine has been
produced in Michigan since the mid-1960’s, when the Federal Gov-
ernment came to the Department of Public Health and asked them
to develop and produce an anthrax vaccine which was badly needed
in the textile industry as well as to protect laboratory workers
studying anthrax.

The Michigan lab had a long and outstanding history as one of
the leading vaccine developers in the country, had an excellent
working relationship with the CDC and the DOD, and last, but by
no means least, they were willing to do the work on a vaccine that
would protect people against anthrax at a time when there was no
interest.

While the anthrax vaccine was licensed in 1970 on the basis of
efficacy already presented to you today by FDA, and this was be-
fore I started working at the lab, I routinely review information re-
lating to its safety and effectiveness. So I note the efficacy of
BioPort’s vaccine was confirmed in 1985 by an expert panel, which
found that from 1962 to 1974 no cases—let me repeat, no cases—
occurred in fully vaccinated individuals despite continued cases in
unvaccinated mill workers.

The FDA panel concluded that the anthrax vaccine is safe and
effective.
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And let me just point out by example here, in way of answering
some questions that may arise—I will start out by saying yearly
deaths for the United States for 6 or 7 years, 1990, one; 1991,
three; 1992, one; 1993, three; 1994, six; 1995, four; 1996, four.

None of these deaths occurred in vaccinated individuals, and the
vaccinated individuals receive either three or five doses. Now, the
example that I am describing is an example that is not anthrax,
but rabies.

We give fives doses of rabies after exposure. Do we know we need
to have five doses? No, but when the studies were done, five doses
worked. If you don’t get vaccinated for rabies, you die after you
have been exposed.

Five doses of DTP are given to children between the ages of birth
and 5. Would four doses work? While there is some evidence to
show that for newer vaccines, perhaps four doses would, and you
wouldn’t need a fifth.

Why are there six doses for anthrax vaccine? Because six doses
work to stop disease, and there haven’t been incidences of disease
that are large enough since then to study.

Mr. SHAYS. Let me just make sure I am clear on that. Are you
sayin?g in general, Dr. Myers, that six doses is the norm for all vac-
cines?

Dr. MYERS. No I am not. I am saying that five doses for rabies
vaccine post exposure works. Nobody wants to take a risk at cut-
ting that back to four. Five doses of DTP are given between birth
and 5 years of age. There is some evidence to show that the fifth
dose may not be needed, but it is still given. And we know that six
doses of anthrax vaccine worked in clinical studies, and since the
incidence is so small, no additional studies have been done. Six
works; we stay with six.

Mr. SHAYS. Let me just let you continue, and then I will have
you come back.

Dr. MYERS. Thank you.

Mr. SHAYS. Thank you. I am sorry I interrupted you.

Dr. MYERS. Thank you.

The FDA and DOD have already spoken to adverse events that
have been reported to them. And my written testimony fully covers
this topic as well.

I would like to make several additional comments. Let me de-
scribe a study that you may not be familiar with. It is a study of
about 400 individuals whose reactions were actively solicited after
three doses—for each of three doses: Redness, any, 21 percent.
Soreness, any, 68 percent. Swelling, any, 11 percent. Arthralgia,
any, 16 percent. Fatigue, any, 33 percent. Headache, any, 37 per-
cent. Headache, severe, 2.8 percent. Rash, any, 5.2 percent. Rash,
severe, none. Fever, 99.5 degrees Fahrenheit or greater, 2.26 per-
cent.

Seems like a rather high reaction rate. Listen carefully. What is
striking is that this was part of a study done with one of the most
recently licensed FDA vaccines, a vaccine licensed to protect
against lyme disease. But most striking, the reaction rates I just
described to you were from the placebo group, not the vaccine.

If you actively solicit reaction rates to injected vaccines, because
they use needles, they break the skin, they break nerve fibers, they
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create inflammation. You will have side reactions. Most will be
local. Some will be severe. Generalized reactions can also occur.

I have personally had many doses of the vaccine over the years,
more than you, General Cain, and have had nothing worse than
the sore arm experienced by many others. If the anthrax vaccine
were available for my wife, my children, and my grandson, I would
have absolutely no reservation in administering the vaccine to
them, including my eldest daughter who is of child-bearing age.

One of the ways the safety and efficacy of vaccines are ensured
is through periodic inspections of manufacturing facilities to deter-
mine if they are operating in accordance to their license and ac-
cording to good manufacturing practices.

Our labs have been inspected at least 48 times since 1969, in-
cluding several recent inspections that reported serious deviations
of GMP’s. BioPort takes this matter very seriously.

I would like to point out that contrary to the testimony of the
GAO, the manufacturing facility was inspected in January 1993.
That is the anthrax manufacturing line. It is not a plant. It is not
even a building. It is a floor in a building at a campus that has
about 20 buildings, most of them two stories or more.

This facility, on the basis of that inspection, was approved in
July 1993. Two inspections in 1998, one in February and the other
in October, concentrated heavily on the anthrax vaccine, the lots in
the stockpile, and related GMP issues. We expect another inspec-
tion this summer as part of the FDA’s review of our renovated an-
thrax facility that many have already discussed this morning.

After the February 1998 FDA inspection, we voluntarily quar-
antined, as a precautionary measure, 10 lots previously released by
the FDA. An 11th lot had been quarantined before the inspection.
These lots will remain in quarantine until any outstanding issues
are resolved to the satisfaction of BioPort and the FDA. If satisfac-
tory resolution is not obtained, the lots will be rejected.

In conclusion, the anthrax vaccine being provided to our troops
is safe and effective. It’s a typical vaccine. It is not the exception.
BioPort is fully committed to making safe and effective vaccine. I
am greatly concerned about the unsubstantiated comments made
by those who, for whatever reason, are opposed to this important
protection against one of the most serious biological threats in the
world today.

The anthrax vaccine is an essential component of force protection
in our military, and we at BioPort are committed to providing the
men and women who serve our country with the highest quality
vaccine.

Thank you for the opportunity to be here today. I would be happy
to answer any questions you might have.

[The prepared statement of Dr. Myers follows:]
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INTRODUCTION AND BACKGROUND

Chairman Shays, Representative Blagojevich and distinguished committee members, my
name is Dr. Bob Myers and I am the Chief Operating Officer of BioPort Corporation.

1 am proud to come before you today to tell you about our experiences as the
manufacturer of the first and only routinely used defense vaccine in the country. 1am
pleased to have this opportunity to personally assure you of our vaccine's safety and
effectiveness. Indeed, this vaccine, instead of being criticized, should be welcomed as a
safe and effective counter in today's highly threatening global environment.

I have worked for the lab since 1977, when it was owned by the Michigan Department of
Public Health, later known as the Michigan Biologic Products Institute (MBPI). I have
been involved in the manufacture of all doses of the anthrax vaccine being used by the
Department of Defense (DoD) in its Anthrax Vaccination Immunization Program
(AVIP).

Let me be clear at the outset. I don't set policy. I make vaccines. And I am totally
committed to providing the very best protection possible against the threat of anthrax.
BioPort has worked closely with the FDA to license and manufacture a quality vaccine
and we're working closely with the DoD to build and test a stockpile of vaccine that

meets their important force protection requirements.

Anthrax is a very real threat that is virtually always fatal. Anthrax is also considered a
low-tech bioweapon — it’s easy to get, it’s easy to grow, and it's not too difficult to
weaponize. As a result, anthrax is by far the most likely bioweapon we will face as we

move into the new millennium.

Page 1 of 8
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That anthrax is a potential bioweapon has long been known — long before the recent
resurgence of concern on the likely use of bio-weapons by terrorists or aggressor nations.
The National Centers for Disease Control (now the CDC) and the DoD came to the
Michigan Department of Public Health some 35 years ago and asked them to develop and
produce an anthrax vaccine. They asked the Michigan group for three reasons:

. First, Michigan had a long and outstanding history as one of the leading vaccine
developers in the country.

. Second, Michigan had an excellent working relationship with the CDC and the
DoD as a well-respected, highly reliable, pre-eminent biologics lab.

. Last but by no means least, the Michigan Department of Public Health was
willing to work on a vaccine that would protect people against anthrax at a time when no
one else would. We stepped up to the plate when we were needed, and worked in tandem
with scientists from Fort Detrick and the Public Health Service to develop an improved,

safe and more highly effective anthrax vaccine during the years 1965-1970.
EFFICACY OF ANTHRAX VACCINE

The anthrax vaccine was first licensed by the FDA in 1970. At that time, it was badly
needed in the textile industry, as well as to protect laboratory workers studying anthrax.
In fact, the only time anthrax vaccine was tested for efficacy in controlled trials in
humans was in four textile mills in the northeastern United States. That vaccine — less
potent but very similar to ours — was tested from 1955 to 1959 in these textile mills
because anthrax occurred regularly in mill workers — especially in mills processing
imported goat hair. (On average, 1.2 cases of anthrax, mostly cutaneous, were reported
per 100 employees per year.)

In that study, the vaccine was determined to be 93 percent effective against cutaneous
anthrax. Twenty-one cases of cutaneous anthrax were reported — 18 in people who
either received the placebo or no vaccine, two cases in people who had received three
doses of vaccine with 5-13 months elapsing since the last dose, and one case in which the
individual had received two doses of the vaccine with less than two weeks elapsing since
the last dose.

Although the cases of inhalation anthrax were insufficient in number to obtain a measure
of efficacy, five cases did occur during the study -- none in fully vaccinated individuals.

Page 2 of 8
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Four of the five individuals died. This single, controlled trial of vaccine efficacy was the

basis of efficacy upon which the federal government licensed the anthrax vaccine in
1970.

The efficacy of Bioport's vaccine was confirmed in 1985 by an expert FDA panel, which
found that from 1962 through 1974, NO cases — let me repeat, NO CASES— occurred
in fully vaccinated individuals despite continued cases in unvaccinated mill workers. The
FDA concluded that there was sufficient evidence that the anthrax vaccine is safe and
effective under its licensed conditions.

Because it would be unethical to conduct placebo-controlled human studies, the only
available method to show the effectiveness of the vaccine today is through animal studies.
While several studies in guinea pigs about ten years ago found mixed results in the
vaccine's ability to protect against some strains of anthrax, recent studies in rhesus
monkeys and rabbits have proven that our vaccine is highly effective in preventing
inhalational anthrax, even with so-called vaccine resistant strains. In those studies, groups
of monkeys were protected against anthrax aerosol challenges at doses between 100 and
1000 times the amount lethal to unvaccinated animals, up to two years after being given
only two doses. The superior effectiveness that has been demonstrated in these studies is
the basis for the current work under an approved Investigational New Drug (IND)
application aimed at reducing the number of doses required.

Finally, Dr. Amold Kaufmann, a highly regarded epidemiologist who followed anthrax
infection in the United States for the CDC and is now retired, in April of 1998 stated the
following: *“To the present date, ] am unaware of any person who has developed any form
of anthrax after receiving either two doses of the current vaccine with seven or more days
elapsing since the last dose, or three doses of the current vaccine, regardless of time
elapsed since the third dose.” We are also unaware of occurrence of any anthrax in
vaccinated individuals, but a few cases of cutaneous anthrax continue to occur

sporadically in the U.S. in people who have not received the vaccine.

SAFETY OF ANTHRAX VACCINE, INCLUDING ADVERSE EVENTS

Certainly the safety of a vaccine must be assured. Yet anthrax vaccine is a perfect
example of a safe vaccine that is still being unfairly criticized. It baffles me that someone

going to the Middle East would actually refuse protection against a disease that is

Page 3 of 8



80

Testimony of Robert C. Myers

April 29, 1999

virtually always fatal. You get inhalation anthrax, you don’t get better. You die.
Vaccines given by injection don’t get any safer than the anthrax vaccine. The side effects
— a sore arm, an occasional slight fever — occur less frequently than they do with
common childhood vaccines like DTP (diphtheria-tetanus-pertussis) and MMR (measles-

mumps-rubella).

As a requirement for licensure, the safety of our anthrax vaccine was studied between
1965 and 1970 under an approved IND, sponsored by the CDC. During that five-year
period, some 16,500 doses of anthrax vaccine were administered. This included the
initiation of vaccination of at least 4,000 individuals and the administration of
approximately 6,500 booster doses. Reactions and rates of reactions identified in those
studies served as the basis for the discussion of reactions now found in the prescribing

information for anthrax vaccine.

These reactions to our anthrax vaccine — which, by the way, are common reactions to

ANY injected vaccine — are as follows:

e Mild reactions — consisting of a small red area (half an inch to less than an inch) plus
slight local tenderness — occur in approximately 30 percent of recipients. This
reaction usually occurs within 24 hours and begins to subside by 48 hours.
Occasionally, the redness increases to up to about two inches in diameter. Local
reactions tend to increase in severity by the 5" injection and then may decrease in
severity with subsequent doses.

e Moderate local reactions, which occur in four percent of recipients of a second
injection — are defined by an inflammatory reaction greater than five cm
(approximately two inches) in diameter. This area may itch. Subcutaneous nodules
(little lumps) — the result of inflammation — may occur at the injection site.

e More severe local reactions are even less frequent than moderate reactions and consis
of extensive swelling of the forearm in addition to the local inflammatory reaction.
ALL local reactions have been reversible.

e Systemic reactions have occurred in less than 0.2 percent of recipients and include
malaise and lassitude. Chills and fever have been reported in only a few cases. (You
should know that both recombinant hepatitis B vaccines currently on the market
report systemic reactions at least five times as often as is reported for the anthrax

vaccine.)
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Between licensure in 1970 and May 1994, adverse events reported to the Michigan Labs
from the 65,000 doses distributed were few in number. The adverse events reported were
similar in nature to those found during clinical trials of the vaccine and none were
associated with chronic or permanent local or systemic effects. Through May 1994, no
reports of adverse events were received by the Michigan Labs during or after the Persian
Gulf conflict. No reports of adverse events were received by Michigan in any of the four
yearly reporting periods beginning in April 1994 and ending in April 1998. Since that
time BioPort has received directly two reports of adverse events and is now processing a
report from a Michigan National Guardsman, concerning reactions in 12 individuals.

Additionally, BioPort is aware of 101 adverse events reported through the Vaccine
Adverse Event Reporting System (VAERS). The VAERS reports run from November
1990 through now. Of the 101, only 9 were classified as serious. Serious adverse events
for any vaccine are defined as those that are life-threatening, result in a chronic illness or
condition, or require hospitalization. It is my understanding that the FDA has assessed
that none of these 9 events were caused by the anthrax vaccine and do not represent any
trend in adverse health effects associated with the vaccine. From the 49 adverse events
reported to VAERS by the DoD, the most serious was in a young man who developed 7
Guillian-Barre Syndrome, temporally associated with his third dose of anthrax vaccine.
We are informed that this individual fully recovered. Iam also told that all others have
been resolved and all individuals have returned to duty. Iam sure the GAO, FDA and the
DoD have more to say about the safety profile of the anthrax vaccine in their testimonies.

I personally have had many doses of the vaccine over the years and have had nothing
worse than the sore arm experienced by many others. If the anthrax vaccine were
available for my wife, children and my grandson, I would have absolutely no reservation
in administering it to them, including to my oldest daughter who is of childbearing age.

FDA COMPLIANCE AND RELATED MATTERS

Our records show that our labs have been inspected by the FDA and its predecessor, the
Division of Biological Standards of NIH, at least 48 times since 1969. Each inspection
focused on one or more of three manufacturing activities: bacterial vaccines and toxoids,
viral vaccines, or plasma derivatives. Examined during each of these inspections were
elements common to the manufacturing of all products at our site, including the
manufacture of anthrax vaccine. Such common elements included: policies and
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procedures, recordkeeping, analytical laboratories, quality control practices, raw materials
handling, filling and packaging, and storage, warehousing and distribution.

The purpose of these inspections is to determine if we are operating according to our
license and according to current Good Manufacturing Practices (GMP). Recent
inspections and accompanying detailed establishment inspection reports are largely a

matter of public record.

It's no secret that we and others in the biologics industry have had some pretty negative
findings from the FDA inspections in recent years. Just before that string of inspections,
in January 1993, the anthrax vaccine manufacturing facility was inspected and a
renovation to the facility was subsequently approved in July of 1993. Contrary to some
reports, that's not so very long ago. Most recently:

. In 1994, we received a rigorous inspection of our plasma derivatives operation,
that included several serious deviations from GMP.

. In 1995, we received a warning letter following another inspection of plasma
operations and rabies vaccine manufacturing. ;

. A 1996 inspection showed that we had not yet fully implemented the corrections
we had promised.

. This inspection was followed, in March 1997, by a “Notice of Intent to Revoke”

(NOIR) letter--threatening to initiate proceedings to revoke our license.

Immediately after receiving the NOIR letter, we met with our clients, including the DoD,
to rapidly develop and execute a comprehensive plan to resolve FDA concerns about our
operation. We formally responded to FDA with our Strategic Plan for Compliance,
which we are executing with oversight from the FDA.

Two inspections in 1998, one in February and another in October, concentrated heavily
on the anthrax vaccine, the lots in the stockpile and related GMP issues. We expect
another inspection this summer, as part of FDA's review of our anthrax vaccine
fermentation and purification facility renovation. This renovation, for which planning
was initiated in 1996 with construction beginning in early 1998, is now completed and
new lots are in production. The release of these new lots will be dependent upon the
FDA's approval of the renovated facility.
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After the February 1998 FDA inspection, we immediately participated in a conference
call, initiated by the FDA, to discuss several of the lots mentioned in the inspection
report. As a result of that telephone call, we voluntarily quarantined, as a precautionary
measure, 10 lots previously released by the FDA, pending resolution of those issues
through our internal investigations and performance of any necessary additional analyses.
Six lots were quarantined over concerns about the potency test (FAV018, FAVO021,
FAV022, FAV023, FAV025, FAV028), three for sterility assurance issues (FAV029,
FAV032, FAV035) and one because of a high rejection rate for the presence of particles
(FAV016), now known to be inert gasket material. An eleventh lot (FAV026) discussed
with the FDA had already been quarantined and rejected by MBPI Quality Assurance for
sterility assurance issues. These 10 lots will remain in quarantine until any outstanding
issues are resolved to the satisfaction of BioPort and the FDA. If satisfactory resolution
is not obtained, the lots will be rejected.

It should be pointed out that when lots are released by the FDA, the DoD has traditionally
paid for them, but has not taken possession of the doses in the lot. Rather. the DoD has
requested that we store these lots, on-site, creating, over time, a vaccine "stockpile.” This
is very different than a normal commercial manufacturing situation in which lots are
made in accordance with a market forecast and in consideration of the expiration dating
period. In that scenario, those lots would be actually administered to recipients on a
regular basis. Now, with the AVIP program, manufacturing will be more closely tied to
annual forecasts. However, there is a great deal of discussion regarding stockpiling
vaccines such as anthrax and smallpox for both civilian and military use. I do not sense
that a consensus has been reached across and within federal agencies on how stockpiling
can be acceptably achieved in an acceptable and timely fashion.

All 32 lots of the existing vaccine in this stockpile, owned by the DoD but stored by us,
were essentially quarantined by DoD as part of Secretary Cohen's announcement of
implementation of the program to vaccinate all service personnel. In his December 15,
1997 announcement, the Secretary specified, among other things that each of the lots
must be additionally tested (the so-called supplemental testing) by the manufacturer with
audit oversight by an independent DoD contractor who would report back to the DoD on
the acceptability of each lot. At that time, MBPI agreed to cooperate with the DoD in this
effort and began testing the lots. To date, eight lots have been tested and released through
this program for distribution in support of the AVIP. Due to the suspension of potency
testing in the fall of 1998 because of a greatly increased number of non-valid tests
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additional lots were not released. An amendment to our product license to address these
non-valid tests and other aspects of the potency test was originally filed several years ago.
Since February of 1998, BioPort has worked closely with FDA to achieve approval of
this amendment. Additionally, investigations by BioPort and JPO contractors revealed
possible causes for the testing difficulties. These difficulties were evaluated and steps
have been taken to address them. The test is now functioning as it was originally
intended. With this consistent test performance and approval of the potency test
amendment, we expect additional lots to be released from the stockpile.

CONCLUSION

No one is more committed to making a safe and effective vaccine than we are. | am
greatly concerned about the unsubstantiated comments made by those who, for whatever
reason, are opposed to this important protection against one of the most serious and
deadly biological threats in the world today. The fact that the senior defense leaders of
our country have been inoculated with our anthrax vaccine is an indication of their
confidence in its safety, and their belief in its effectiveness and necessity. The anthrax
vaccine is an essential component of force protection in our military and we at BioPort
are committed to providing the men and women who serve our country with the highest
quality vaccine.
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Mr. SHAYS. Thank you. Dr. Myers, let me just say, since your
company produces the vaccine, that if we ask questions of others
and you think something is not stated correctly that even if we did
not ask you, I want to make sure that you let us know you want
to respond and jump in.

Dr. MYERS. Thank you very much. I will.

Mr. SHAYS. Let me start with you, Dr. Zoon.

Would FDA approve a new anthrax vaccine today based on data
from a different vaccine?

Dr. ZooN. FDA would look at the data supplied by the manufac-
turer and, depending on the data submitted, that possibility exists.

Dr. MYERS. If I could just add to that as a manufacturer? There
are many vaccines that are licensed without direct efficacy studies
in humans. The rabies vaccine, formerly manufactured by the
Michigan Department of Public Health, was licensed in 1998—
1988—based on post-exposure-simulation studies not exposure in
actual field conditions with known rabid animals.

Mr. SHAYS. OK. I am happy to have you jump in. I just want to
pursue the question, and then you are welcome to jump in.

Dr. MYERS. I am sorry.

Mr. SHAYS. Dr. Zoon, is it your testimony that the FDA will ap-
prove a new vaccine based on data from a different vaccine? Do
they do that?

Dr. ZooN. As I said, Mr. Chairman, we would look at the entire
data base——

Mr. SHAYS. No. That is not what I asked. I want you to answer
the question. I asked, can you give me examples of other times that
you have done that in the past.

Dr. ZooN. We have approved materials in which study was done
with another product, which was developed by a different company,
and then there were changes during the initial production—major
manufacturing changes during the course of the study.

Mr. SHAYS. What was that product?

Dr. ZoON. The product was Avenex.

Mr. SHAYS. And so all the studies were on the old vaccine. And
then they were allowed to change it and you approved it based on
the studies of the older vaccine?

Dr. ZooN. The pivotal study was done with the original material.
Yes.

Mr. SHAYS. OK. There were studies done afterwards, before
you

Dr. ZOON. There were, there were

Mr. SHAYS. Let me just say something. I don’t want you to an-
swer quickly, I want you to speak more slowly because this is your
field, not mine. And I don’t want to get lost.

Dr. ZooN. Right. OK.

Mr. SHAYS. What I am asking is, did you, before you licensed
that product, even though you did the pivotal studies, you said, on
an older vaccine, did you continue to do studies on the new vaccine
before you approved it?

Dr. ZooN. The material was continued in other clinical studies.

Mr. SHAYS. Before you approved it?

Dr. ZooN. That is correct.

Mr. SHAYS. OK.
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Dr. ZooN. However, those studies weren’t the pivotal efficacy
studies.

Mr. SHAYS. But the bottom line is you still did studies before you
approved it.

Dr. ZooN. We did studies—the material was put in humans. Yes.

Mr. SHAYS. OK. And has FDA licensed any other vaccine without
human efficacy data, and I think Dr. Myers responded. But I want
you to respond.

Dr. ZooN. Has FDA—excuse me.

Mr. SHAYS. Has FDA licensed any other vaccine without human
efficacy data?

Dr. ZooN. Efficacy data? I am not prepared to answer that ques-
tion. I don’t have all the information with me today. I would have
to go back and look at my records to get back to you on that.

Mr. SHAYS. But none comes to mind. I realize that there may be
many. But none comes to mind right now?

Dr. ZooN. To be honest with you, Mr. Chairman, I focused my
concentration on anthrax vaccine for this hearing, and I would be
happy to go back and check the records for that.

Mr. SHAYS. OK. Did you want to make a comment, Dr. Myers?

[Myers indicates he doesn’t.]

Mr. SHAYS. OK. Why did FDA conclude that you needed six shots
for anthrax? Dr. Zoon, why did the FDA conclude you needed six
shots, not seven, not five, not four. What was the basis, what study
was done that showed the six was what you needed to do?

Dr. ZooN. Mr. Chairman, I will answer your question. I wanted
to make one clarification for the record, is that the product that I
described, Avenex, is a therapeutic, not a vaccine—just to make
sure that that is clear.

Mr. SHAYS. OK. Then let’s back up. Tell me a vaccine.

Dr. ZooN. I don’t have any other examples here right now.

Mr. SHAYS. OK. Is there anyone else in FDA here who could tell
me of any vaccine that has been approved by, where a study has
been done on one and then approved on another? I would be happy
to swear you in. I am not saying it doesn’t exist. We just want it
on the record.

Ms. GOLDENTHAL. I am Karen Goldenthal.

Mr. SHAYS. Why don’t you sit down. And I thank you. And feel
free to catch your breath a second. Move that water out of the way,
and we are in no rush.

Ms. GOLDENTHAL. I am Karen Goldenthal with FDA.

Mr. SHAYS. And let me request that you leave your name with
the recorder.

Ms. GOLDENTHAL. Certainly.

Mr. SHAYS. Thank you. Nice to have you here. Thank you.

Ms. GOLDENTHAL. Thank you, Mr. Chairman. The Merck hepa-
titis A vaccine underwent a very major manufacturing change be-
tween the time of the pivotal efficacy trial and the time of ap-
proval. And this involved a scale-up and actually change in the pro-
cedure of how the hepatitis A virus was grown. So that is an exam-
ple that comes to mind. And it actually took the sponsor several
years to work out all of the issues with the new manufacturing
change.
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And then they did a comparison with the material from the effi-
cacy trial.

Mr. SHAYS. Did they do new studies with the new vaccine?

Ms. GOLDENTHAL. You know, I would have to go back at the file
and detail to give you that information, but I believe that they did
one study where they looked at the immunogenecity of the new ma-
terial.

Mr. SHAYS. I don’t know what that last sentence

Ms. GOLDENTHAL. The antibody response.

Mr. SHAYS. OK. Thank you.

Mr. SHAYS. Let me just ask two more questions here.

Does the FDA require immune correlate protection in an animal
model as the basis for extrapolation of efficacy findings to humans?

Dr. ZooN. Excuse me, Mr. Chairman, can you

Mr. SHAYS. We are trying to find—I want to know if you have
to find a correlate between what you do in an animal versus its im-
pact on a human being.

Dr. ZooN. There are not good animal models for all studies. How-
ever, there are a number for many systems, and with vaccines,
often animals are used to look at protection and looking for evi-
dence of correlation with protection as well as human data. And
when we can do studies in humans, we also look for correlates of
protection.

Mr. SHAYS. Do you look for them, or do you actually demand that
they exist before you license?

Dr. ZoON. In vaccine trials, you had asked earlier about why six
doses. In the field of vaccinology, much of it is determined empiri-
cally; that means you pick a regimen, you study the regimen.

[Microphone wires knocked out.]

Mr. SHAYS. Let me just finish my question then. I am sorry.

Dr. Myers, and then I am going to come back for a second round.
But if the vaccine is demonstrably safe, why would the company re-
quest and receive an indemnification from DOD against the risk of
liability due to the possible adverse reactions and failure of the
vaccine to convey immunity?

Dr. MYERS. The answer to that is the same reason that there is
a National Vaccine Injury Compensation Program now. It is to con-
trol tort. In 1985, the——

Mr. SHAYS. Speak slowly. You are going to get your chance to say
everything. I just want to

Dr. MYERS. I want that 20-minute break. [Laughter.]

Mr. SHAYS. Yes, sir.

Dr. MYERS. I am sorry. In 1985, the price of a dose of DTP vac-
cine went from 15 cents to $11 and above because of the tort activ-
ity, the litigation that was uncontrolled and unpredictable. I am
happy to say now that the cost of a dose of DTP is much, much
less as the Federal Government has very wisely funded a program
to adjudicate, deliberate, and pay reasonable award to people in-
jured.

There is no such program for anthrax vaccine.

Mr. SHAYS. OK. But, let me understand. Is it comparable? Why
wouldn’t you be given the same protection as others? This seems
like it is greater protection. I may be wrong.
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Dr. MYERS. I would welcome and encourage all vaccines to be in-
cluded in the National Vaccine Injury Compensation Program, but
today they are not. And the anthrax vaccine is not included in that
program, federally mandated program.

Mr. SHAYS. You make other products, like tetanus and others for
DOD?

Dr. MYERS. That is correct. Not for DOD.

Mr. SHAYS. OK. But do you have—explain to me—do you have
that same exemption?

Dr. MYERS. Not from the DOD. We are in the Department of
Treasury-administered National Vaccine Injury Compensation Pro-
gram, and we pay a surcharge; that is, an excise tax, on each dose
that is distributed. That funds the program in the case of the rare
but possible event that there is injury.

Mr. SHAYS. OK. Working backward, and then obviously, the sell-
er pays the cost. In other words, am I to infer, trying to answer
the question for you, that is your testimony in essence if you are
under that program, you would just charge the DOD that much
more?

Dr. MYERS. I don’t have my legal counsel here today, and I think
it is a matter for legal counsel to determine whether the choice
would be to go with National Vaccine Injury Compensation Pro-
gram or to continue to pursue indemnification.

Mr. SHAYS. Well, during this break, I will give you a little bit of
a homework assignment. If you would just find out why this seems
a bit broader, and I would just love to know why. And maybe there
is an explanation. And if you would call your counsel and find out
the answer to that.

Dr. MYERS. Let me just say—could I complete the answer. At the
highest level, this vaccine is getting serious criticism. These hear-
ings have added to that criticism. I think much of that criticism is
unfounded.

Mr. SHAYS. It may be.

Dr. MYERS. And I think people would be—anybody who is trying
to protect their business would be scared to death of not having in-
demnification with such loud and unfounded criticism occurring.

Mr. SHAYS. Well, let me just respond to that because there are
two sides to every story. This is a mandatory vaccine. This is not
voluntary. This is 2.4 million people, not a few hundred, and this
committee and others have every requirement to examine the facts.
And I asked a very simple question, and I don’t think it is a hard
question to answer. And in fact, I think you may have answered
it. All I want to know, is this unique for this particular vaccine
that gives you an added advantage that didn’t exist for others and,
if so, why? And if it isn’t, then the question is a simple answer and
on to the next question.

General Cain, maybe you could respond to why you decided to do
this.

General CAIN. What was the question?

Mr. SHAYS. Yes. The question is: The DOD decided to basically
give BioPort blanket indemnification, hence risk of liability due to
the possibility of adverse reaction or failure of the vaccine to con-
vey immunity. And I need to know why DOD decided to do that?
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And if you want to think about that and give us an answer when
we come back. The question is, have you done it for others as well?

And we will have a 20-minute break. Thank you.

[Recess.]

Mr. SHAYS. I would like to call this hearing to order. I could ask
some more questions, but I am just going to kind of make a com-
ment that hopefully puts this hearing in some context.

I chaired the Subcommittee on Human Resources before I
chaired this subcommittee, both in Government Reform. And we
oversaw FDA. We have done a lot of work, the former committee,
on Gulf war illnesses. I candidly have suspicions that raise my con-
cerns, but I will first state, I don’t know if in the end the military,
the DOD, is correct in, one, having this policy. I will say to you
that there are soldiers that have do not want to take this vaccine,
General Cain.

So I don’t know whether they are correct or not. And when I ask
these questions, I think we could be in a conflict and our soldiers
could be exposed to anthrax and do I want to be the person that
somehow moved our Government to not do this?

So there are questions on both sides. In my mind, the jury is out.
Where the jury is not out for me is, that given some of our concerns
that this is a mandatory program and not a voluntary one. It would
seem to me that until some questions are answered, this should be
a voluntary program.

So I will obviously acknowledge to myself and for the record that
I believe this should be a voluntary program until some questions
are answered and that then the military should be required to con-
vince their men and women that it is in their best interest, and
then let the men and women of our forces come to some conclusion.

I will also say that one of my problems is that I did not like how
the FDA handled pyridostigmine bromide [PB]—I didn’t say it cor-
rectly, but I can say PB—and that for the use in the military it was
a nerve agent, and it was used and licensed for that. And we used
it as a prophylactic, which was not the way it was designed for,
and I am critical of FDA for, one, being so lax in what they allow
the military to do.

The military was supposed to keep records, and it didn’t.

So, yes I have those suspicions that I bring to the table. So, I
have questions. Dr. Myers, I have questions that we have only one
plant, you are the sole source. I have questions that there may be
easy answers to, and then you can feel relaxed and we go on to the
next thing.

You know, one is the indemnity, another is, why are we funding
the plant. There can be reasons for that. We are not even going to
get into that. One thing I can say is that this is not the last hear-
ing. So I don’t have to have all my answers now.

But I can say to the FDA, I need to know, because it is unfair
for you, Dr. Zoon, for me to expect that you would be able to know
other cases where you have handled it the same way. But I have
a suspicion that when it comes to the Government, we allow the
Government to have one standard and the private sector to have
another.

And in my past, I found that to be true. So I want to make sure
it is the same standard. And so, would you just explain to me, Dr.
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Zoon, when you say if a person is at high risk, the vaccine is safe
and effective. Why did you use the word high risk?

Dr. ZooN. Because that is what the package insert labeling rec-
ommends it for.

Mr. SHAYS. So, is it not safe and effective for those people who
aren’t at high risk? So I guess effectiveness is moot, but is it safe?

Dr. ZooN. The vaccine labeling lays out the population for which
this vaccine has been recommended. And, in fact, in the labeling,
sir, it does say who those populations are. I can review that for you
if you would like.

Mr. SHAYS. No. I just need to know the concept of high risk.

Dr. ZooN. Well, high risk was intended as the data showed from
the study——

Mr. SHAYS. Why don’t you, one, put the document in the record,
and then——

Dr. ZooN. The package insert? I would be delighted to.

[The information referred to follows:]
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THIS PRODUCT SHOULD BE STORED AT 2
TO 8°C (35.6 10 46.4°F). Do not [reeze. Do not use
after the expiration dale given on the package.

REFERENCES

i . Brachman, P.S., et. al. Field Evaluation of
Human Anthrax Vaccine, Amer. J. Pub. Health,
352:632-645 (1962).

. Editorial: Vsccine Against Anthrax. Brit. Med.
3., 2:747-718 (1965).

. Advisory Committee for Immunization Prac-
tices. Adylt Immunization, Morbidity and Mor-
tality Report, 32(15):33.34, 1984,

4 . Committee on Immunization, Guide for Aduit
Immunization, 1983, Amer. Col. Physicians,
Philsdelphia, PA (1985).

5. Report of Committce on Infectious Discases,
19th Edition, Amer. Acad. Pediatrics, Evanston,
iL (1982).

- e

These recommendations arc prepared by the
Michigan Depariment of Public Health only for the
guidance of the physician. They do not seplace the

i and j of hysici: who
should be familiar with the recent pertinent medical
literature before administering any biologic product.

Masulzctured by
MICHIGAN BIOLOGIC
PRODUCTS INSTITUTE
Lansieg, Michigan 48909

US. Licease No. 99

Auth.: Act 368, 1978

GEP-s

F483 100M 298 Rev. 298
ANTHRAX YACCINE ADSORBED

DESCRIFTION

Anthrax Vaccine Adsorbed is a sterite product
made from filtrates of microaerophilic cultures of an
avirulent, nonencapsulated struin of Becilfus en-
thracis which efaborates the protective antigen dur-
ing the growth period. The cullures are grown in a
synthetic liquid medium and the final product is
prepared from the sterile filtered culture fuid. The
potency of this product is confirmed according (o
the U.S. Food and Drug regulations {21 CFR
620.23): Additions! Standards for Anthrax Vaccine
Adsorbed. The final produci contains no more than
2.4 my sluminum hydrozide {equivalent 10 0.83 mg
aluminum) per 0.5 cc dose. Formaldehyde, in a final
concentration not to exceed 0.02%, and
benzethonium chloride, 0.0025%, are added as
preservatives.

CLINICAL PHARMACOLOGY

Anthrax Vaccine Adsorbed is used in man 1o pro-
note Incressed resistance to Bacilius anthracis by eé-
tive immunization (1,2).

INDICATIONS AND USAGE

Immunization with Anthrax Vaccine Adsorbed is.
recommended for individuals who may come la con-
tact with animal products such as hides, hair, or
bones which come from anthrax endemic areas and
may be contaminated with Bacillus anthracis spores:
and for individuals engaged in diagnostic or i
vestigational activities which may bring them imto
contact with B. anthracis spores (1-5). It is abo
recommended for high risk persons such as
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infection in the general poputation is slight, routime
Unmunization is not recommended.

il a person has not previously been immunized
against anthrax, injection of this product following
exposure to anthrax bacil ifl not protect against
infection.

CONTRAINDICATIONS

A history of 3 severe ceaction to a previous dose of
anthrax vaccine is a contiaindication to immuniz-
tion with this vaccine.
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. Any acute respiratory duust or othtr uuve in-
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reason for deferring an m;ecnon

. Persons receiving cortico-steroid therapy of
ather agents whick would tend to depress the im-
mune response may aot be adequately immuniz-
«d with the dossge schedule recommended. i the
therapy is short termed, immunization should be
delayed. If the therapy is long termed, an extrs
dose of vacrine should be given & mooth or more
after therapy is discontinued.

PRECAUTIONS

1 . General: Epinephrine solution, [:1000, should
always be available for immediate use in case an
anaphylactic reaction should occur, even though
such rncuons are rare.

of

. Carei .
Fertility: Studies hawe not been perfomed to
sscenain whether Anthrax Vaccine Adsorbed
has carcinogenic action, or any effect nnm

3. Pregnancy: PREGNANCY CATEGORY
ANTHRAX VACCINE ADSORBED
Animal reproduction studies have not been con-
ducted with Anthrax Vaccine Adsorbed. It is also
not known whether Anthrax Vaccine Adsorbed
can cause fetal harm when administered to s
pregaant woman of can affect reproduction
capacity. Anthrax Vaccine Adsorbed should be
given to a pregnant woman only if clearly need-

&. Pediotric Use: This antigen should be ad-
ministered only to healthy men and women from
18 to 65 years of age because investigations to
dute hare been conducted exclusively i that
population.
ADVERSE REACTIONS

Local Reactions: Mild local reactions occur in ap-
proximately thirty per cent of recipients and consist
of & small ring of erythema, 1-2 cm in dismeter, plus
slight local tenderness(1}. This reaction usually oc-
curs within 24 hours and begins 1o subside by 48
hours. Occasionally, the erytherna increasesto 3to §
m in diameter. Local reactions tend 10 increase in
severity by the Sth injection snd then may decrease
in severity with subsequent doses.

Moderate local reactions which oceur in 4 per cent
of recipients of a second injection are defined by an
inflammatory reaction greater than § om diameter.
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These may be pruritic. Subdutaneous noduies may
occur at the injection site and persist for several
weeks In & few pertons. A moderate local reaction
can occur if the vaccine is given to anyone with a
past history of anthrax infection.

More severe Jocal reactions wre less freguent and
consist of extensive edema of the foresrm in addi-
tion to the local inflammatory reaction.

A.ll loul reactions bave been reversible.

ions which oc-

cur in fewer than 0.2 per cent of recipients have been

charscierized by malaise and lassitude. Chilis snd

fever have been repened in oaly & few cases. In such
ion shouid be di i

DOSAGE AND ADMINISTRATION
Dosage

Primary immunizstion consists of three sub.
cutaneous injections, 0.5 mi ueh given 2 weeks
apart by three addit in-
jections, 0.5 L esch, given at 6, 12 and 18
maonths(i).

i jty is to be maintained

booster injections of 0.5 mi of anthrax vaccine at
one year intervals ace recomrended.

Admioisiration

1. Use a separate sterile needie and syringe for esch
patient to avoid transmission of virel hepatitis
and other infectious agents,

2. Shake (he homc thoroughly to ensure that the

during
The rubber swpp« should be treated with an ap-
propriate disinfectant and allowed to dry belon
inserting the needle.

3. This preparstion must be given subcutaneously
after cleansing the overlying skin with an anti-

septic.

4 . Follow the usual precautions to svoid in-
travenous injection.

S . After withdrawing the needle, the injection site
may be massaged briefly and gently to promote
dispersal of the vaccine,

6 . The same site should not be used for more than
one injection of this vaccine.

7 . Do aot syringe-mix with any other product,

8. Parentera! drug products should be inspected
visually for parti matter and discol
prior to tdminmmiom whenever solution and
container permit.
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Mr. SHAYS. OK. And then, now, I'm sorry——

Dr. ZoON. And so in that case, the package insert defines some
of the high risk population and makes reference to others, but it
discusses the issues surrounding the general population, where it
is not recommended.

Mr. SHAYS. OK. What is left on the table from the GAQO’s state-
ment is that basically there has been only one study of human
beings. And, one, I need to know if that is in fact true. I think, Dr.
Myers, you mentioned a study of 400, which I am not really famil-
iar with, but I don’t think that was a study related to licensing.

Dr. MYERS. That is correct, sir.

Mr. SHAYS. OK. But what is—all three of you, General Cain as
well—what is your reaction to the fact that basically there is one
study but that study involved a wool mill that we don’t know, as
he said, the environment, we don’t know the exposure level of an-
thrax, the disease, in that environment.

One, do you concur with that?

Dr. Zoon first.

Dr. ZooN. I am sorry, can you repeat the question, sir?

Mr. SHAYS. Yes. I am going to start with you, and I am just going
to let Dr. Myers respond.

I want you to respond to the GAO’s report. I mean, frankly, if
we leave it on the table as it is, it is a pretty strong indictment
against the—and I don’t think it was intended to be as strong as
it was—but in the end, with their response to the questions, they
are basically saying they had a study that took place in the 1950’s,
reported in the early 1960’s, and, the Brachman study, that basi-
cally had some who were, had the vaccine and some who didn’t,
and made certain conclusions.

But they made conclusions without knowing the environment
and without knowing the exposure to disease. It could, in fact, have
been very little exposure. So I just need to let you respond to that.

Dr. ZooN. OK. I would like to just review some of the data that
we have. I can’t respond to the GAO report because we haven’t
seen the report. We have just heard this morning, their testimony.
We had a meeting prior where some issues were

Mr. SHAYS. But I want you to respond to their testimony. Let’s
just respond to their testimony. You have heard them.

Dr. ZooN. OK. I would say there are the Brachman studies and
then there are the CDC studies, which are the major studies that
we are looking at. In the Brachman study, it wasn’t——

Mr. SHAYS. Was that the only one relating to humans?

Dr. ZooN. No. The CDC study and the Brachman study both in-
volved humans.

Mr. SHAYS. OK. And the CDC study was when?

Dr. ZooN. The CDC study began in 1966 and lasted until 19—
actually was followed out through probably close to 1974 with some
of the followup.

Mr. SHAYS. OK. Why don’t you talk about the Brachman study
first?

Dr. ZooN. The Brachman study was a controlled field study. It
was single-blinded, means that the individuals who received the
vaccine and or placebo, did not know which ones they were getting.
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And then there was also an observational group that had no treat-
ment.

As was stated, there are four mills in the Northeast in which
these studies were done. The incident rate of anthrax back then
was about 1.2 cases per 100 employees. So the trial was conducted
in that environment.

In looking at the cases of the data from the Brachman study, a
number of things were revealed. And as a result of the study—
when they looked at the—there were 26 cases of anthrax reported.
And, of those, 21 were cutaneous cases; 15 of those cases were in
the placebo; one, as stated by the GAO, was in the vaccinated
group, and two were in the partially vaccinated group, and three
were in the observational group.

Mr. SHAYS. What is the observational group?

Dr. ZooN. The observational group is the group that received no
treatment.

Mr. SHAYS. OK. But those with placebo received no treatment
but thought they were.

Dr. ZooN. Right. That is correct.

Mr. SHAYS. OK.

Dr. ZooN. So those studies were done in the controlled studies.
They monitored adverse events as well as the efficacy to look at the
safety and efficacy of the vaccine.

In the CDC study, this

Mr. SHAYS. Before you go into that, you didn’t answer the ques-
tion.

Dr. ZooN. Well, I am going through the data. I think that is im-
portant.

Mr. SHAYS. No. I don’t want you to go through the data. I want
you now to react to the fact that is it true and is that important
that the, we don’t know the environment, we don’t know the level
of disease that they were exposed to. Obviously you can’t
control—

Dr. ZooN. I think there is a little bit of a difference of opinion
on that. Our review of the information in this area, suggests that
there was environmental monitoring of some—of a certain degree
going on. In fact, Dr. Brachman had published a report on the mill
and, regarding an inhalation anthrax outbreak, and we would be
happy to submit that paper to the record.
fl[NOTE.—The information referred to is held in the subcommittee
iles.]

Dr. ZoON. And in those cases they believe they were looking at
what were in the environment in those cases.

Mr. SHAYS. Well, do they know the level of exposure? They don’t.
I mean, I think I can say that and I am not even a doctor.

Dr. ZooN. Right. I am just telling you what the information is
that is available in the literature, and I think while one can never
guarantee what the exposure rate is, there was some information
and data regarding what was in the environment, and, in fact,
those were published.

Mr. SHAYS. Then how do you react to Mr. Chan, I think it was
him saying that he spoke with Mr. Brachman—Dr. Brachman—
and that the doctor acknowledged that they didn’t know the envi-
ronment?
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Dr. ZooN. Yes. I am just saying what information we have avail-
able, Mr. Chairman.

l\c/llr. SHAYS. OK. Well you have information that that is what he
said.

Dr. ZooN. No. I said that is what was reported in the literature.

Mr. SHAYS. If you found that the environment—that can’t assess
the environment, does that make you look at the study differently?

Dr. ZooN. I think it would depend on the context of the whole—
one of the things when these studies were done, we do know what
the case rate was for that environment at that time as a gestalt,
which was about 1.2 cases per hundred employees. We also know
that

Mr. SHAYS. Dr. Zoon, you don’t know at what level they were ex-
posed. You don’t know that.

Dr. ZooN. I personally don’t know that. Yes.

Mr. SHAYS. No. But aren’t you being a little disingenuous, with
all due respect. How would they have determined exposure in
1950?

Dr. ZooN. You have a case rate

Mr. SHAYS. Is there someone else who can answer the question?
I just want it on the record.

It seems to me, what you would have said is, no, we don’t know.
And it would seem to me that if you don’t know what the environ-
ment is, then the study isn’t as valid. That would seem to me the
straightforward answer to the question.

And I don’t know, are we playing a game here?

General CAIN. Could I comment?

Mr. SHAYS. Sure.

General CAIN. I think one of the points I have incorrect, and
somebody can correct me. It is impossible to do human efficacy
testing right now because you have to expose a human to the an-
thrax virus.

Mr. SHAYS. I am not arguing that we should do that. I am just
taking some question as to why we could claim the study should
satisfy, because that is what DOD did, that the study should sat-
isfy us because we did it with humans and then when we look at
the study in, hopefully, a relatively intelligent way, we raise ques-
tions.

And then there should be answers to them.

Dr. MYERS. Mr. Chairman?

Mr. SHAYS. Yes.

Dr. MYERS. Could I comment from a manufacturer’s perspective?

Mr. SHAYS. Sure.

Dr. MYERS. Let me give whooping cough as an example. Many
times, you don’t know——

Mr. SHAYS. Before you give another example, I am just interested
in this. And then believe me, you can give—you can say that is
true but it is true in a lot of other cases. I just want to
establish

Dr. MYERS. That’s true, but it is true in a lot of other cases.

Mr. SHAYS. No, but is it true? Is it true that we didn’t know the
environment? I just want to establish that point and then we will
get on to the next.

Dr. ZooN. Yes.
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Dr. MYERS. We knew that goat hair was contaminated with an-
thrax spores.

Mr. SHAYS. At what level?

Dr. MYERS. I am not sure we knew that level.

Mr. SHAYS. OK. That is fair. And it may——

Dr. ZooN. Right. But

General CAIN. For me, as a deployed soldier, if I am deployed to
an area, and I do know that we have no detection capability to de-
tect or warn at this time, which will tell you to put your mask on.
There is nothing out there to tell you. And if I know that in that
area there are anthrax spores, the only recourse I have is to have
an anthrax vaccine shot.

Mr. SHAYS. Well, I know, that would be the way you see it, but
with all due respect, we need to know that this shot will protect
at a level that you would be exposed at. We would need to know
that.

And it may have been that in this case that the levels were low
and, therefore, this vaccine is effective for low levels, but maybe
not at the levels, sir, that you would encounter in warfare.

Dr. Zoon, Dr. Myers I am going to let you

Dr. ZooN. I just wanted to reaffirm that we did have the histor-
ical data on the number of cases of anthrax that the employees got
at the mills, and that was the historical data base that in which
we were comparing the frequency of anthrax. So, while we don’t
have the exact levels that were in each bale, and the technology
probably didn’t even exist for that then, we did have the number
of cases——

Mr. SHAYS. Let me just interrupt you. That is fine. I am not say-
ing that they didn’t do their job. I am just saying then let’s put it
on the record. That’s all.

Dr. ZooN. Yes, but we do have the information, sir, that

Mr. SHAYS. You have historic data: how many and how much.

Dr. ZooN. Yes. We have historic data that there are 1.2 cases of
anthrax per 100 employees.

Mr. HALLORAN. Cutaneous?

Dr. ZooN. I don’t have the breakdown, but most of them would
be cutaneous.

Mr. SHAYS. Dr. Myers, you have been very patient. Thank you.
And I am happy that—when you talked about rabies, it got my in-
terest. So there may be other things that you want to share.

Dr. MYERS. In doing clinical trials for efficacy, I, as a student of
those, cannot speak to environmental contamination versus case
rate in isolation as a single, as a single item. There are many ave-
nues for the determination of the amount of exposure. A very com-
monly accepted avenue is the case rate in a population. And that
is what was done in this case.

And I was only going to point out, sir, that with whooping cough,
we don’t know how many organisms our babies breathe when we
do tests for whooping cough vaccines. We simply understand the in-
cidence of the disease in the population being studied.

Mr. SHAYS. Right. The only difference I would say to you, is that
we are ordering people to take a vaccine who may be at potential
high risk if an enemy exposes them to this disease, but we don’t
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know at what level they would expose us. And I don’t think we
have any tests that would be able to answer that question.

So I realize we are just——

Dr. MYERS. I appreciate that point. I think it is a matter or pol-
icy, and it is probably central to the issue: Should vaccination be
mandatory? And I am not going to offer an opinion on that other
than to say I believe the vaccine works. And if people are exposed
to anthrax by an airborne route, and they are not vaccinated, 9 out
of 10 of them will probably die. Some will die even if they are given
antibiotic for long-term. On the other hand, if they are vaccinated,
I am as confident as we will ever be at this time that most people
will survive.

Mr. SHAYS. Let me, before going to John Tierney, would you just
elaborate on rabies. You had mentioned it and I interrupted you.

Dr. MYERS. Oh, I had mentioned rabies in that there seems to
be some parallels, in fact. If you don’t take rabies vaccine after ex-
posure, whether the animal was known rabid or not, and you find
out later that the animal was rabid, you will be dead. The disease
occurs at a very low rate. As I pointed out in the testimony, one
or two deaths, perhaps four deaths, a year. So the contention by
the GAO that the disease occurs at such a low rate, therefore you
can’t tell if it is effective, I guess could be alleged for rabies vac-
cine, and probably a couple other vaccines as well.

So it seems that, as I listened to the GAO testimony, that the
GAO was striving to set apart anthrax vaccine without placing it
in context with all other licensed vaccines, with respect to manu-
facturing, with respect to clinical trials, with respect to post-licen-
sure surveillance, and with respect to the status of the vaccine
today.

And last, I would just like to point out that as we grapple with
the mandatory immunization issue or policy issue, if you will, for
anthrax vaccine, we should also consider the 9 or 10 other vaccines
that are given to recruits during basic training and ask the ques-
tion should those be mandatory as well. And really drill down to
the reasons we think they should be mandatory.

There will probably be that there is a reasonable belief that at
some point in deployment, or before deployment even, these people
will be at risk to diseases that these vaccines protect from. If they
get sick, their troop efficiency will be lowered, their unit strength
will be lowered. So we vaccinate for hepatitis B for all recruits.
These sorts of things.

And I just want to make sure that when we think about anthrax
vaccine, we think about it in the context of all vaccines.

Mr. SHAYS. Yes, the only caveat I would say to you is, sir, that—
and this is what we will find out—is the vaccines that our soldiers
have that aren’t anthrax, have had a history of wide use before
they became mandatory?

And this is not a subtle difference. And there is wide use now;
whereas, before there wasn’t.

Dr. MYERS. Could I just make one final comment about that?
Most vaccines are licensed on clinical safety trials that aren’t that
different in magnitude than those done in the 1960’s. And it is only
after license, and it begins to be used in widespread use that you



98

may or may not detect those kinds of events that occur at the level
of 1 in 1 million or 1 in 3 million.

Now, you are never going to get there with a vaccine if it is never
in widespread use, and I'll go back to rabies again. Maybe there are
15,000 post-exposure treatments a year. So you might be looking
at 15,000 people. But these people believe strongly in that. Just
like anthrax, if you are exposed, you die if you don’t get vaccine,
just like that. They believe that the benefit of taking five doses, not
over a year, but five doses over a 28-day period, day 1, 3, 7, 14,
and 21 or 28, far outweigh the risks of developing a lethal disease.

Mr. SHAYS. That is helpful. Thank you. Mr. Tierney.

Mr. TiIERNEY. Thank you. I only have one. Dr. Myers, is it—am
I accurate in thinking the Department of Defense is now financing
the renovation of some of your facilities?

Dr. MYERS. The DOD may want to answer that directly, but the
financing of the renovation is largely funded by contractual funds
from the DOD.

Mr. TIERNEY. And can you tell me why that is? Why they are
funding a private corporate facility?

Dr. MYERs. Well, we are a private corporate facility, but we are
not selling hardly any anthrax vaccine in the private sector. Our
facility capability for making anthrax vaccine is almost entirely re-
liant on DOD funds. We are a 6-month-old company. As we move
into the private sector, we believe that there are possibilities not
only for defense vaccines but our other products as well. And our
goal is to become entirely non-reliant on DOD funding for the de-
fense vaccine sector.

In order to do that, we must be healthy.

Mr. TIERNEY. So you are telling me that you think Department
of Defense moneys are going into your facilities in order to help you
get healthy. I mean, is that

Dr. MYERS. As long as these moneys are going in and there was
what is called, you may be familiar with this term, GFE, Govern-
ment furnished equipment, there are strict regulations and con-
straints on the use of that equipment, such that we can’t take Gov-
ernment equipment and make, chug out vaccine, if you will, and
sell it to the private sector. That is just not legal in this country
with GFE.

Mr. TIERNEY. Doctor, you are the chief operating officer of the
corporation. Are you also a member of the board of directors?

Dr. MYERS. Yes I am, sir.

M;‘ TIERNEY. And are you one of the principals of the corpora-
tion?

Dr. MYERS. Will you define principal?

Mr. TIERNEY. Are you one of the owners of the shares of stock
in the corporation?

Dr. MYERS. I am a minority shareholder of a company called
Michigan Biologic Products Inc. And Michigan Biologic Products
Inc. is a minority shareholder of BioPort.

Mr. TIERNEY. Thank you.

General CAIN. Could I comment on that, on DOD perspective?

Mr. SHAYS. Go ahead.

General CAIN. Given that BioPort is the only source available for
the anthrax vaccine, it was imperative that DOD maintain their vi-
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ability. The SECDEF immunization program, FDA inspections, and
privatization mandated that DOD put forth an aggressive effort to
maintain industrial capability. In addition to the routine program
management functions, DOD, on a short-term basis, is providing
resources to assist the manufacturer in achieving full compliance
with FDA regulatory requirements.

A few examples include a transition team that assists in develop-
ment of their strategic plan, a regulatory specialist to oversee the
FDA compliance documentation, and a construction engineer that
orchestrated renovation of the production line.

As a result of DOD support, there has been marked improvement
in the facility, and I am confident that in the near future BioPort
will be able to function without our assistance.

Mr. TIERNEY. Thank you.

Mr. SHAYS. Let me ask one point, Dr. Myers, that you were mak-
ing that I found very interesting. You were suggesting that people
had adverse effects in another case where they didn’t even have—
they were placebos or something?

Dr. MYERS. They were placebos. That is correct.

Mr. SHAYS. It is for the record, and we would look at this. So I
just want you to be as precise as possible about it. What are you
referring to?

Dr. MYERS. The product insert is public knowledge and I would
be happy to put it

Mr. SHAYS. It’s not public knowledge to me, so just put it on the
record again.

Dr. MYERS. Yes. In the study, approximately 400 individuals
were given three doses of a vaccine.

Mr. SHAYS. Right.

Dr. MYERS. And these individuals were actively solicited for the
identification of reactions: Did you have a sore arm? Did you have
redness? They do this with a diary or a nurse interview, either in
person or by telephone. And you find that even for placebo prepara-
tion, for the reason I pointed out, you are injecting something with
a needle, you are breaking nerve fibers, you are expanding inter-
gonnective—connective tissue within those nerve fibers with that

ose.

Mr. SHAYS. You know, when they give us a shot, they never de-
scribe it that way. [Laughter.]

Dr. MYERS. I apologize for the detail. [Laughter.]

Mr. SHAYS. But the bottom line to it is, that what?

Dr. MYERS. The bottom line to it is that even with placebo prep-
arations, you have local reactions that are as much as 60 percent.
And with general reactions, when asked did you have headache,
did you have fatigue, did you have fever, you find that those reac-
tion rates are very high as well, even for preparations that don’t
contain active vaccine ingredients, the placebo.

Mr. SHAYS. That would seem to—sorry to interrupt you. That
would seem to speak to the issue of the monitoring, the active
versus passive monitoring. So I would infer that you are suggesting
that if someone was—when the Pittman study in 1997 was done
and 29 percent said they had a mild reaction and others had more,
14 percent had a more severe, you might—and yet with DOD, there
really is very little response, you would suggest that is just the na-
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ture of the shot. And if you asked someone right after a shot, they
would respond that way.

Dr. MYERS. Yes. And I think there is a further point that I be-
lieve in. And that is, just like I know I had a sore arm, because
you get a sore arm when you have a vaccine shot into your arm
with a needle, that most of the military personnel now understand
that. Goodness, they were given vaccines, many vaccines, as basic
recruits. They know what an arm feels like after a vaccine, not just
anthrax vaccine, but any vaccine.

So probably, it is because they understand the nature of inflam-
mation for a vaccine that is injected that this passive surveillance
is so low, not because it is being hidden or they care, or there is
a serious problem, it is just that they understand. They are used
to getting more shots in the army in basic training than most
adults are over several decades. It is no big deal.

Mr. SHAYS. OK. I knew that needed to be put on the record since
we have the other issue, and I am happy to have it put on the
record. Let me just ask you, General Cain, and then I think we will
go to the next panel. And then I will certainly ask any of you to
make comments.

Mr. Taylor, I would also say that sometimes someone who sits
and just listens to questions ends up with the best answers in the
end. [Laughter.]

And so I am going to invite you to make any comment you want
at the end as well.

This is to you General Cain, how many lots of anthrax vaccine
are awaiting the completion of the supplemental testing?

General CAIN. What was that again?

Mr. SHAYS. How many lots of anthrax vaccine are awaiting the
completion of the supplemental testing? If that is an answer

General CAIN. Eight from 31. So

Mr. SHAYS. Eight are finished?

General CAIN. Eight are finished.

Mr. SHAYS. Right. And is that a question that you can answer
for us, Dr. Myers?

Dr. MYERS. I can answer it.

Mr. SHAYS. OK. You have that. OK. And I also want to know
what went wrong with the potency tests. Is that something you
want to answer, Dr. Myers?

Dr. MYERS. I can.

Mr. SHAYS. And then, general, when you are ready, you can an-
swer the first question.

Are you prepared to answer that one?

Dr. MYERS. Which one?

Mr. SHAYS. The question is what went wrong with the potency
tests. Can you answer that?

Dr. MYERS. Yes.

Mr. SHAYS. OK. Answer it please.

Dr. MYERS. There was an increased level of testing.

Mr. SHAYS. Speak slowly though.

Dr. MYERS. That was required as a result—[laughter as Dr.
Myers slows his speech.]

I am having a problem. I guess I am just emphatic. I will try to
slow down.
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Mr. SHAYS. No. But this is to your advantage, isn’t it? To put it
on the record?

Dr. MYERS. Yes.

Mr. SHAYS. OK.

Dr. MYERS. During the increased level of testing in the spring of
1998, we found inconsistent results in control vaccine values across
several tests with several different dilutions of vaccine. It is a test
you know something is not behaving properly when your control
vaccine is not behaving properly.

We suspended potency testing, first in the spring of 1998 for a
short period of time, and then in the fall of 1998 for a longer period
of time while we stepped back to design and evaluate possible
sources for the inconsistent results in the potency tests. Those
studies have pretty well been completed now. The potency test is
behaving again as it should be. And we have assignable causes for
the erratic results previously experienced.

Mr. SHAYS. Thank you. So the first question I wanted to ask,
how many lots of anthrax vaccine are awaiting the completion of
supplementary testing? The other question I wanted to ask is, are
lots produced under conditions FDA found in violation being re-
leased without supplemental testing?

So who can answer that question?

General CAIN. There are 24, 24 lots right now, that are awaiting
supplemental testing.

Mr. SHAYS. OK.

General CAIN. Most of those are, in fact, for potency. The other
three, serial D purity, and has been completed in safety. There are
three lots that have been quarantined voluntarily by BioPort them-
selves, 3 of those 24.

Mr. SHAYS. So this last question? The question is, are lots pro-
duced under conditions FDA found in violation being released with-
out supplemental testing?

General CAIN. No.

Mr. SHAYS. Your answer is no?

General CAIN. That is no.

Mr. SHAYS. OK. Is that consistent with everybody else’s position?
Who would be qualified to answer this besides you, General Cain?
Dr. Zoon.

Dr. ZooN. Well, once they have passed the lot release testing and
are available and have met all the criteria, they are available for
distribution.

Mr. SHAYS. So, in other words, your initial concern, once it is
dealt with, then they are released?

Dr. ZoON. Yes. As long as there are no other, as was reported
earlier, there were some lots in quarantine. And those are cur-
rently in quarantine because of some observations that we had on
inspection. Those observations that we had on inspection need to
be investigated by BioPort. Depending on the outcome of those in-
vestigations, those lots may or may not be distributed.

Mr. SHAYS. And then they are reviewed by you before a decision
is made?

Dr. ZooN. Yes.

Mr. SHAYS. OK. Any other final—
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Dr. MYERS. If I might just add a small point to clarify. When the
vaccine is released by the FDA, the DOD pays for the vaccine. So
they own it at that point. And we store it onsite for them. The
DOD has requested for their vaccine that they already own that
supplemental testing be done for 32 lots that were in a stockpile
at a point in time. And I just wanted to clarify that is not an activ-
ity that is at all directed by the FDA. It is the DOD.

Mr. SHAYS. OK. Got you. Any other comments before we get to
the next panel? Mr. Taylor. Dr. Zoon, we will let you go.

Dr. ZooN. Yes, Mr. Chairman, I just want to correct one fact
that, for the record, that FDA did do inspections for anthrax prior
to 1996. I think Dr. Myers alluded to one, but there were a number
of inspections for the anthrax.

Mr. SHAYS. On the site seen all parts of the production—I under-
stand that it is part of the building, but it is certainly contained
part of the building. Correct?

Dr. ZooN. Right. We were in the production facility several
times. Often, though, there was an active manufacturing going on
when we were there, but we were actually in the facilities where
the anthrax was manufactured, being manufactured.

Mr. SHAYS. The statistics in the beginning, Dr. Myers, though,
you were talking about the FDA being there, not necessarily just
for anthrax. Right? We are focusing on anthrax.

Dr. MYERS. Well, what I pointed out in my oral testimony was
that in January 1993, not so very long ago, the FDA inspected the
second floor of the building that is the anthrax vaccine sublot man-
ufacturing area where fermentation, bacterial culture, and purifi-
cation is done. That is the isolated part of the facility. They were
there, January 1993, because of facility renovation that had re-
cently been completed, which was approved in July 1993.

Mr. SHAYS. And then

Dr. MYERS. And I am surprised that the GAO didn’t have that
report.

1\/[)1". SHAYS. OK, but from 1993 to 1996, did the FDA get into the
site?

Dr. MYERS. Between 1993 and 1996, did the FDA go to the sec-
ond floor of this building where the sublots are made?

Mr. SHAYS. Yes.

]211'. MYERS. To my knowledge, they did not during that 3-year pe-
riod.

Mr. SHAYS. Right. You know, that shouldn’t be. Right? I
mean——

Dr. MYERS. We, as I said, have received 49 inspections since 19—
or at least 48 inspections since 1969. Up until very recently, it has
been the agency’s position to do one inspection at least once every
2 years for each of three areas: bacterial vaccines and toxoids, viral
vaccines, and plasma derivatives.

We have all three types of manufacturing operations; therefore,
it could be expected that we would have one and a half or so in-
spections per year.

Dr. ZooN. If T could just clarify one point, and make one other
point. We have had inspectors in there. We have inspectors who
were immunized with anthrax vaccine to do the inspection. And
they were in there in 1990, looking at it, during the time of Desert
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Storm, and also in 1993 to look at both the records and looking at
some of the areas in the site.

So I just wanted to make sure that the record was corrected.

Mr. SHAYS. Would you also make sure the record—when did the
Army—excuse me, when did the DOD make a determination to
have a mandatory policy on anthrax and engage the plant, whether
it was mandatory or not? When did that take place? General Cain?

General CAIN. I believe in December 1997.

Mr. SHAYS. And since then, how many times has the plant been
inspected?

Dr. ZooN. I didn’t hear his comment.

Mr. SHAYS. Since 1997, December 1997.

Dr. ZooN. Oh, I can give you those numbers. Do you have those,
John?

Mr. TAYLOR. Yes. The facility has been inspected twice, in Feb-
ruary 1998 and in October 1998.

Mr. SHAYS. And, it is not operating now. So——

Mr. TAYLOR. That is correct. It is not operating right now; how-
ever, I believe as Dr. Myers alluded to, we will re-inspect the facil-
ity, and once they are up and running, they are right now pro-
ducing consistency lots with the hope that they will resume full
production by the end of the year. And obviously, we will go in and
make sure that they are producing the vaccine in compliance with
our regulations.

Mr. SHAYS. Thank you. Is there anything else that any of you
would like to say?

Mr. TAYLOR. Yes, Mr. Chairman, I want to clarify, or address one
point that you made after the break. FDA is obviously cognizant
and sensitive to the criticism that was leveled against us in regards
to the Gulf war. And I can assure you that we are regulating
BioPort and the anthrax vaccine the same way we would regulate
any other manufacturer. So I just wanted to address that point.

Mr. SHAYS. Thank you.

General, I asked you to do—indemnification. I am trying to think
of the question that I asked before I left.

General CAIN. Yes, I think, why we have a blanket indemnifica-
tion of BioPort. Two reasons. One, if we had not, it would have
added 50 more cents per dose for the vaccines.

Mr. SHAYS. Right.

General CAIN. So, from an economic standpoint, it was smart to
do it that way. But more importantly, 2 years ago, when we sub-
mitted out interest from industry, not a single industry—manufac-
turer—wanted to get involved unless there were an indemnification
clause.

Mr. SHAYS. OK. Fair enough. Was there another question that I
asked someone else to check out before the break or was that the
only question?

OK. I think that was it. Thank you very much. And——

Did you have something you wanted to say, Dr. Zoon. I am sorry.

Dr. ZooN. Yes. I just wanted to assure the chairman that, as
FDA, we believe this vaccine is safe and effective for high-risk indi-
viduals, but we are committed to being vigilant, in both the review
of activities surrounding this vaccine, and vigilant on monitoring
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the adverse event reports. And we will continue to do so to the best
job we can.

Mr. SHAYS. Thank you very much. Anything else?

Dr. MYERS. I just wanted to say that I applaud you and your
committee for holding these hearings and for allowing me to be
here today to speak as the manufacturer. I think it is very impor-
tant that you listen to the next panel. I think it is very important
that we recognize that there are people who suffered ill effects from
the Gulf war. I just want to say that I hope that we concentrate
on diagnosing their diseases and adequately funding their care,
and that we make certain that we not dwell too long because it
would be a disservice to them on the issue of anthrax vaccine be-
cause I truly believe it is unfounded.

Mr. SHAYS. OK. Thank you very much. And I will assure you
that you will always have an opportunity if you hear of a hearing
and you want to come back and put something on the record, you
are more than welcome. [Laughter.]

Thank you very much.

Dr. MYERS. Thank you, Mr. Chairman.

Mr. SHAYS. This time, I am going to ask Dr. Meryl Nass, physi-
cian, Freeport, ME; Ms. Randi J. Martin-Allaire, Eaton Rapids, MI;
Ms. Roberta Groll, Battle Creek, MI; Mr. David Churchill, Albion,
MI; and Mr. Michael Shepard, Savannah, GA, ask them all to come
forward and ask them to remain standing so I can swear them in.

It goes Nass, Martin-Allaire, Groll, Churchill, and Shepard.

[Witnesses sworn. ]

Mr. SHAYS. Note for the record that everyone has responded in
the affirmative, and one of the advantages of the last panel is—the
disadvantage is you have to wait, the advantage is you get to hear
other testimony. And I am happy to have you summarize your tes-
timony and speak to the questions that were asked and the an-
swers that were given. Or you can give your testimony, and we are
really grateful that you are here. So thank you.

Dr. Nass, we will start off with you. And we will get the clock.
One final note, Jonathan is leaving and is going to work for me in
Connecticut. He has done a tremendous job for me, but I think that
you probably left yesterday mentally with all of these distractions
today. [Laughter.]

Dr. Nass.

STATEMENTS OF MERYL NASS, PHYSICIAN, FREEPORT, ME;
RANDI J. MARTIN-ALLAIRE, EATON RAPIDS, MI; ROBERTA
GROLL, BATTLE CREEK, MI; DAVID CHURCHILL, BATTLE
CREEK, MI; AND MICHAEL SHEPARD, SAVANNAH, GA

Dr. NAss. Thank you. To start off, I wanted to clarify some of the
statements made earlier about safety. We have several studies that
were presented that looked at adverse effects. But those studies
only lasted from 7 days to 30 days following vaccinations. So what
we had were short-term effects only. And there is a significant
amount of data on that. But it really tells us nothing about what
we are interested in, which is, is there chronic illness due to an-
thrax vaccine?

Now, although none of the studies looked into that, one of them,
the IND study, which was just done and submitted by Dr. Myers
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to FDA, would have been an ideal study to look into long-term ef-
fects because they collected blood from service members on at least
an every 2-month basis for a period of 2 years, but only inquired
about adverse effects over the first 30 days of that study.

Now, when you are wondering what exists that we can look at
to try and determine if there is a problem with the vaccine over
the long-term, one looks to several cohorts that might be useful.
The first, of course, is the workers at Fort Detrick for whom this
vaccine was in fact originally developed. There is some obfuscation
about this.

But two workers at Fort Detrick died in the 1950’s from inhala-
tion anthrax. And it was determined that if Fort Detrick were to
continue to do work on offensive biological weapons, they would
need to vaccinate their employees so they wouldn’t lose them to the
diseases they were studying.

And it was for that purpose—this was a high-risk group subject
to inhalation anthrax—it was not in any way developed for mill
workers or livestock workers who were used as an experimental
study group and who were not given the vaccine subsequently. And
there was no need for them to have it because they only developed
cutaneous anthrax, which is easily treatable with a zero mortality
rate with oral antibiotics.

When you look at the Detrick workers, there are actually three
studies in existence. These workers were multiply immunized with
a number of vaccines. The studies were published in 1958, 1965,
I believe, and 1974. They suggest that there were, in fact, some
chemical differences in the blood of multiple vaccinees as opposed
to controls, suggest that there were some people who developed
cancer of the immune system that might have been related to mul-
tilple vaccination. But the actual effects of the vaccines were not
clear.

Now in the subsequent 25 years, nothing has been published on
these employees at Detrick. I don’t know whether the Army, for
whom they have worked, has done any studies, but this would be
very useful to find out.

Another group, obviously, is the Gulf war veterans and the Gulf-
era veterans who were non-deployed but vaccinated and whose only
exposure was to vaccines, not necessarily only the anthrax vaccine.

No studies have been done in the United States and published
that look at the relationship between anthrax vaccine or multiple
bio-warfares vaccines and subsequent Gulf war illness. Now there
is data that could be examined to look into this question.

I know Han Kang of the VA has this data. He told me about 4
or 5 months ago that he would try to do the correlations but has
told me since that he hasn’t had the time.

In England, one study has been published, Catherine Unwin, is
the first author, and that did show a statistically significant rela-
tionship between vaccination for anthrax alone and multiple vac-
cinations, and then subsequently onset of Gulf war illness. This
was British veterans. It was a study based on recall. The British
veterans apparently used some British-made anthrax vaccine, and
some United States-made.

We really don’t—I don’t know how much of which they used, but
my suspicion is that at least half of what was administered in Eng-
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land was the American vaccine. And I think that may be supported
by some statements that were made earlier, that suggest that
268,000 doses of United States anthrax vaccine were available at
the time of the Gulf war.

Certainly studies that look into this for U.S. veterans are critical.
One of the reasons we don’t have them is the issue of missing
records. I have provided a declassified document that suggests that
the Army, in fact, does have some immunization records that have
been classified, that might help us to relate anthrax vaccine and
Gulf illness.

But so far, no one that I know of has access to this data.

Seventh-Day Adventists, in fact, have been asked to participate
in a recent study, out of Fort Detrick again. These folks were vac-
cinated up until the early 1970’s and, as far as I know, they were
not looked at since. But late last year, in September and October,
they were asked to now provide information about any symptoms
or disease they may have been diagnosed with in the interim. And
when one looks at the survey, they are being asked about symp-
toms of Gulf war illness.

So it is very interesting. I guess the military hasn’t figured out
yet whether the vaccine may contribute to Gulf war illness. As far
as I know, they have not publicized the existence of this study, but
they are interested in finding out.

Is a new epidemic emerging from the current round of vaccina-
tions? I am sorry to say that this does seem to be the case. Both
the features of the illnesses that have been reported to me, and the
official military response to these illnesses, echo the plight of ill
Gulf war vets who remain today without a defined illness and with-
out meaningful approaches to treatment.

Another issue I would like to just touch on is that of legal ques-
tions with regard to this vaccine. One of those is whether the vac-
cine, the order to vaccinate is a lawful order. And I suggest that
it may not be, based on the preconditions that Secretary Cohen
stipulated at the time he ordered the anthrax vaccine immuniza-
tion program, several of which do not appear to have been met.

Second, in my looking at the FDA inspection reports between
1993 and 1998, I see the anthrax line only mentioned in the 1998
report. It wasn’t mentioned earlier. And the late 1996 report sug-
gests that the Army was performing the anthrax inspections and,
therefore, FDA did not have the responsibility to do so. I am not
sure that this is supported by the law, which requires FDA to in-
vestigate at least every 2 years, and more often if there are prob-
lems. And certainly the problems have been well documented at
MBPI, now BioPort.

The third and most interesting legal issue is that of whether the
currently licensed anthrax vaccine is the only anthrax vaccine to
have been given to service members, and if in fact other vaccines
may have contributed to illness. An unlicensed vaccine can only be
given to a service member if informed consent is obtained. And I
have not met a service member or Gulf war vet who tells me that
informed consent was sought from them at the time they were vac-
cinated.

However, this article, written in 1990 by Ernest Takefuji and
Philip Russell, who were both administrators at Fort Detrick, sug-
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gests that in fact unlicensed anthrax vaccines were administered to
service members. And a letter inquiring about this to DOD last
year that Mark Zaid and Pat Eddington wrote got an answer that,
in fact, the anthrax vaccine mentioned here is not the same an-
thrax vaccine as the licensed vaccine that service members are cur-
rently receiving, suggesting that at least one other has been given.

Dr. Zoon talked about the VAERS reporting and how this pro-
duces information about adverse effects suffered shortly after vac-
cination. I would submit that this is the weakness of the VAERS
system. What one really needs is active surveillance over a long pe-
riod, of a significant enough number of vaccinees to find out wheth-
er there is chronic illness. It just doesn’t matter what you find out
in the first week or the first 30 days if people get over it.

And we are not doing proper surveillance of vaccines if this is all
we focus on.

I provided an addendum to my testimony today which asks the
general question, is vaccination a good defense against biological
warfare? Even if the vaccine were 100 percent effective against all
strains of anthrax, which nobody claims, it still would be a porous
defense because an enemy would simply choose another biological
agent, one that occurs naturally or one created using genetic engi-
neering.

William Patrick, who formerly headed the offensive program at
Fort Detrick, had this to say, “It takes 18 months to develop a
weapons-grade biological agent and 10 more years to develop a
good vaccine against it.”

I submit that it is impossible to produce vaccines that will keep
up with the rate of development of new bio-warfare agents, and
that vaccines should clearly not be the first line of defense in this
or any case against the threat of biological warfare.

Despite the fact that vaccines are unlikely to provide this
defense

Mr. SHAYS. We need to get you to——

Dr. Nass. Thank you. May I have 1 minute? Thanks.

Congress appropriated $322 million in 1997 for the Joint Vaccine
Acquisition Program. Its goals are to develop new vaccines for more
than 10 known bio-warfare pathogens and administer the vaccine
to all U.S. service members. The anthrax program can be regarded
as the introduction to this much larger and less well known pro-
gram.

The FDA has publicly stated that it intends to expedite licensing
for these new bio-warfare vaccines.

Are we already embarked on a misadventure that will dwarf the
anthrax vaccine program in cost, futility, and medical repercus-
sions? What will it take to call a halt to the current round of vac-
cinations and, of at least equal importance, what will it take to in-
vestigate these illnesses and develop treatment protocols that are
serious about getting answers and providing care?

Thank you.

[The prepared statement of Dr. Nass follows:]
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Congressman Shays, members of the Committee, thank you for inviting me here today to
testify about anthrax vaccinations, My goal in this hearing is to provide you with s
different prospective than was provided by the Department of Defense physicians and
spokesperson regarding the evidence for safety, efficacy, nocossity, and possibly even
legality, of the anthrax vaccine immunization program.

1 would also like o briofly revisit the subject of vecoinstions and their possible role in
Gulf War Tliness. Finally, I hope (o leave you with the question of whether illnesses
suffered by servicemembers who have received the vaccine in the last 12 months
resemble the ilinesses suffered by servicemembers following the Gulf War,

Is the vaccine necessary?

At the laat hearing on the anthrax vaccine immurization program, Congressman Shays
asked, “Why now?” He was told that the threat has rocently increased. Has it?

“We have knowledge that as many as {en nations cither have or are suspected to have the
capability of chemical and biologic warfare.
Susan Bailey, M.D., Assistant Sccretary of Defense for Health Affairs, August
14, 1998, D.O.D. news briefing

“We have seen the number of nations possessing biological ageouts increase from four to
ton that we know of — there are probably more.”
Dr. Thomas J. Welch, Deputy Assistant to the Secretary of Defense for Chemical
Matters .
Hearing before the Committoe on Govermmental Affairs of the
U.S. Senate.

The Department of Defense was aware of ten nations with biological weapans in 1988,
They are still aware of ten nations in 1999,

A central question is whether the vaccine is effective, Will it really work? If anthrax were
w0 be used, will it protect all our soldicrs, or the vast majority of our servicamambers?
One must look to the animal data. I have compiled all the published goines pig and
mouse expariments in the following three tables. All were immunized with the vaccine
servicemembers are currently roceiving, termed MDPH, for the Michigan Department of
Public Heaith which manufactured it. One can soe varying siwvival rates from 0-100%,
depending upon the strain of anthrax used and possibly other parametens of the
experiment. Survival rates in guinea pigs varied from 23% to 71% when they were
exposed to inhaled snthrax. The Ames strain is considered a viruleot strain; the Vollum
strain, less so.
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Guinea Pig
Survival Following Anthrax Spore Injection
Lead Vaccine #Doses Anthrax % Survival
Author Strain  Vaccinated Control
1986 MDPH 3 Vollum 1B|__100% 13%
Litdle MDPH 3 Ames 0 17%
1988 MDPH 3 Vollum I1B| 67% 0
lvins
1988 MDPH 3 Ames/New| 17% 0
Turnbull Hampshire
/Penicillin
resistant
1990 MDPH 3 Ames 75% 0
Ivins
1992 MDPH 3 Ames 100% 0
1994 MDPH 2 Vollum 1B | 89% 11%
Ivins MDPH ) Ames 63% 1%
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Galnea Pig
Survival afler Inhaling Anthrax Spores
Lead Vaccine # Doscs Anthrax % Survival
Author Strain Vaccinated Control

MDPH 3 Voifum 1B Ti% [}
Little
1988 MDPH 3 Vollum 1B 6T% 0
lvins
1995 MDPH 2 Ames 23% 0

There is debate about which cxperimental animals might parallel the human response.
One hopes that we are more like guinea pigs than mice, since the best survival rate in
mice immunized with the hurnan vaccine and then injected with difforont anthrax strains
was only 10%. . .

‘Mouse
Survival Following Anthrax Spore Injection

Lead Vaccine # Doses Mouse Anthrax % Survival
Author Strain Strain Vaccinated Controls
1988 MDPH 3 A/Y Vollum 0 0
Welkos 1B
MDPH 3 CBAT] Vollum 10% 0
1B :
1990 MDPH 3 CBATY Ames 3% 0
Ivins
1992 MDFH 2 CBA/] Ames 0 0
Tvins Male :
MDPH 2 CBA/l Ames 10% 0
Female
— MDPH 2 Y] Amee 0 0

D.OD. spokespersons claimed that the guinca pig and mouse data should be ignored
because the data from monkeys indicates very high survival rates, spprosching 95-100%.
The question remains, however, whother monkeys do paralie] the human response, and
how monkeys will respond to more highly virulent anthrax strains, since the monkey
experiments cited by D.O.D. used only the Ames strain of anthrax.

Dhverse
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Are monkeys more relcvant than guinea pigs in assessing anthrax vaccine ciTactiveness?

1.

2.

Many thousands of guinca pigs have been studied, but only 45 monkeys.

The potency studies and safety studies done to release lots at the vaccine
manufacturer are all performed in guinca pigs.

“Since we lack surrogate markers to compare vaccine efficacy between animals
and humans, it is still unknown which animal models, if any, resemble the human
response to anthrax vaccine.”

Bruce Ivins, lcad anthrax vaccine researcher at Fort Detrick

“To date, no animal or other potency tests have been demonstrated to be well-
corrclated with protection of humans. The potency test required for the present
vaccine has not been well correlated (o efficacy in humans, and it is doubtfuf that
itcanbe..."”
“Presgently there are no precisc serological or other immunological correlates of
protection to enable conclusions to be drawn from irmmunization studies in man,
The extrapolation from animal studies to humans likewise is seriously
complicated by this fact.”

Joint Program Office for Biological Defcnse meeting 20 Octlober1995.

This brings us to the question of whether the vaccine is effoctive against all snthrax
strains. The data we have just reviewed suggests it may not be.

“But fortunnaly for vaccines, it is difficult to surpass or circurmnvent the effectivencse
of the vaccine. We all know you can develop resistance to antibiotics, for instance,
but it's much more dlfﬁcult to circumyent the vaccine . . This vaccige is thought &t
w ”
Suc Bailey, M.D, Assistant Secretary of Defense for Health A ffairs, August
14, 1998, D.O.D. Press Briefing

D.0.D.’s experts disagree. Two studies at Forl Detrick, in 1986 and 1998, found that
9 and 27 anthrax strains, re?ecuvely, killed at lcast half the immunized guinea pigs
injected with these straing. '~ The strains are all naturally occurring, and were isolates
from around the world.

Most of these strains were never tested in monkeys, so no evidenos exists that the
vaccine will protect monkeys against highly virulent strains.

D.0.D. had other concerns about the vaccine: “Vaccine-induced protection is
undoubtedly overwhelmed by extremely high spore challenge.”
From J-4A01206-91 Joint Staff Action Proccssing Form 16 August, 1991,

' Linle, Stephen F. and Knudsen, Gregory B. “Comparstive Efficecy of Bacillus anthracis Live Spore
Vaccine and Protective Antigen Vaccine against Anthrax in the Guinea Pig.” mm May
1986, p. 509-512.

? Peliows, Patrisia ct al, “Anthrax Vaccine Efficacy Against B. antheacis Strains ol‘ Diverse angnphic
Origin.™ Prescnted at Internatjonal Anthrax Canfvmee Sept. 1998.
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The following table from Liltle and Knudsen's publication provides the dala on guinies
pig survival using a variety of anthrax strains in 1986.

o TMORCTIOM AN [Mag Ui TY . Muy 1985, p. S-S12 Vol. 12, Me. 2
0019 9567/R00S050%-04302. 000
Copyrighl U 1586, American Society for Microbickugy

Comparative Efficacy of Bacillus anthracis Live Spore Vaccine and
Protective Antigen Yaccine against Anthrax in the Guinea Pig

STEPHEN F. LITTLE* ano GREGORY B. KNUDSON
U.S. Army Medicel Research Institnie-of Infections Discuses, Fort Detrick. Frederick, Maryland 21701-381}

TABLE 2. Survival of guines pigs aler immuniradon with PA

TABLE 1. Histories of haotates used i this uudy vaccine or Sierne spore vaccine amd i.m. chelengs with §,000

holaie Source and dute of isclsrion tpores of varkws J. anvhracls
Yoltusn Cow: ¢, 1964 Vuatine eficucy tsrivorshenah
Yollum riead from Yollum
Ames. o v 10 Odhense bl tewl
Bullalo: iowa. PA Darne
1778 Kudu: Sputh Alicn. 1957 Sutine vacecine et Pt
NH.. M New Hampsi 937
X “Wikdebeert: South Alien. 1974 Volum oo o o ND
-Human: Ohla, (9.2 Vollum 18 n wie b "
Humwn: California. 1976 Ames w T .l “
Human: Florids. 1976 Bullsle v L) [ - S5
Humea; South Africs, 1953 17 Ll » o .
Cow; Florida, 193] NH o Lo o w
South Africa, 1939 L] o8 » L ad “
Homen: Haill, 194} ACB o w » [
N South Africa. 1942 $Ks) o w 5 [ ]
Cow: Nebraske, 1973 SKle 1o w " “
Gosl: Souh Africa. 1948 YH % " w (%]
fows. ]
. “ Challenge done. 10° pores L,
f; Ionm 52 2 ND. Yo domt,

Pukistan wool: New Jervey, 1976
trelsnd wool: Massuchaseits. 1976
Buffalo: lows, 1979

Milt; North Cardgtine. 1978
Derived from Yoltum

South Africs, 1948

Cow. Texas, 1943

The following table reviews data generated by Fellows, Linscott, and Ivins, in 1998.
Twenty-seven strains of anthrax kitled 50% or more of immunizad guinea pigs,
suggeeling that strains available throughout the world are sufficiently virulent to defeat
the vaccine.
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Safety Cousiderstions

Even if the vaccine were not effective against all anthrax strains, and not against large
inoculumns of anthrax spores, one might still wish to use it for its residusl efficacy if it
were perfectly safe. The Department of Defonse suggests that, in fact, thin is the case.
They report only 39 adverse reactions in 550,000 inoculstions given. The following table
reports these reactions as of February 1999, :
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However, a vatiety of other data sources suggest that the rate of adverse reactions used
for public consumption grosaly undercstimates the true rate, A USAMRIID publication
reports a rate of systemic reactions of 0.7-1.3%. Tt also acknowledges the lack of
definition of constituonts and quantitics of material in the vaccine and the significant
varistion from lot to lot, S the content of PA, as well as all ther companents of the
vaccine. It further admits that the only published human trial w B different veccine md
had insufficient data to show efficacy againat inhalation anthrax.
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In fact, three unpublished D.O.D. studies shed some light on the adverse reaction rate for
the vaccine:

1. Tripler Army Medical Center (ongoing)
2 Bioport IND Study
3 Fort Bragg Study (Anthrax and Botulinum vaccines used).

1, Tripler Army Medical Center Ongoing Anthrax Vaccine Side Effects Stady

o 7.9% of 595 vaccinees reported systamic symptoms after the first
inoculation.

5.4% stated they could not perform their normal duties due to symptoms.
4.2% sought medical care.

2.5% lost duty time.

2.2% both sought medical care and lost duty time after the first anthrax
vaccination.

AfRer the initial three injections, only 3 VAERS reporta wers filed. The first was on & 35-
year-old physician who doveloped muscls pain, muscle tromors and weakness, and was
treated with prednisone. The second was & 38-year-old phyzician who developed a large
local reaction lasting about ten days. The third was & 32-year-old pationt with pubmonary
sarcoidogis who experienced chest pain, shortness of breath, arthralgias, myalgiss, fever
and chills for 3 or 4 days beginning thirty minutes after his first injection.

The author of the initial report on the Tripler study said, “If reported side offocts are
golely attributable to the anthrax vaccine, one could arguo that the vaccine is highly
reactogenic.” He also said, “This survey corroborates the relatively high incidence of
minor side effects with subcutaneous administration of anthrax vaccine previously
observed in this (smaller) cobort study at U.S. AMRIID.”

2. Investigational New Drug Application for Anthrax Vaccine Adsorbed, Scptember
15, 1998

Submitted by Dr. Robert C. Myers, D.V.M., Director, BioPort, to Dr. Carolyn Hardegree,
Director, Office of Vaccines Research and Review, Center for Biologics Evaluation and
Research, FDA

¢ Blood was collected from volunteers at least monthly for the first year and at
13 months, 18 months, 2| months and 24 monthe.

. Howm,infogmgﬁonm:dvme reactions was ounly collected for the first 30
days. 1S BER S

o It was an ideafschedhla to inquire about possible long-term side offects, but

these data were never collected.

we
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3. Final Report o the U.S. FDA: Fort Bragg

Protocol: Serologic Response to Anthrax and Botulinum Vaccines
Protocol #FY92-5, M109, Log #A-5747

Principal investigator Lt. Col. Philip R. Pittman, M.D., MPH

United States Army Modics! Rescarch Institute of Infectious Discascs
Fort Dietrich, Maryland

Total Number in the Study: 436

Adverse Reaction Profile

Subjective Local Reactions Durtug the First Seves Days of Study In the Right
“Anthrax Vacelne” Arm:

* Induration (fromess) 2.3%
» Erythema (redness) 25.2%
. Svyellins 19.8%

“Evalustion of safety records show that one or more systemic symptoms eccurred
o 44% of reciplents of vaccines within the first seven days after the booster doses.”

Adverse Reaction Profile

Systemic Systoms (oocurring at amy time over the entire 30-day study):

s All/any systemic symptom 44%
e Headache 16.5%
« Tilness Peeling 16%
s Joint Achas 12.6%
¢ Muscle Aches 30%
s Fover 2 100,5*Fahrenheit 2.8%

Systemic Symptoms Occurring >30 days following Anthrax or Bofulinum
Administration
¢ Al/Any Symptoms - 3.2%
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The third Fort Bragg study looked at persons immunized with anthrax vaccine alone,
botulism toxoid vaccine alone, or in the mgjority of cases, the combination. Therefore,

the reaction rates reflect dual vaccination. However, in each of these studies, the rate of
mnxcmunlemmm”m%lyumzhu%ﬁaeupodonotmm
mdltbep.chgeimatwhmhmggauuozxmcotmcmacuom,ordzmm >
presented by D.O.D., which suggoests a rate of 0.007%.

Surcly it is clear from these data that the actual reaction rute being experienced by ..
servicemembers inoculated today is grossly underreported. One must ask why, and one -
must also inquire about the cthical implications of this anderreporting. Accurate reporting
is cssential for the public health. Undorreporting on this scale demands

oversight on health matters outside D.O.D.

Maaufactaring Preblemas

There has been a significant controversy about manufecturing problems: inabitity to meet
the standards of good manufacturing practices at Michigan Biologic Products Institute,
now Bio-Port. The FDA inspection report lists a plethora of violations, yet the Army
Surgeon General states repeatedly that the problems only had to do with recordkecping.
Who is telling the truth?

“Although MBPI has had some pmdnd:on pmblem;, mosﬂy due to an aging facnhty,
FDA has inspected and

licensed in 1970. TheFDAndhetu to ngomun standards nnd wou]dhnve certainly closed
the facility and ordered the destruction of any products that they deemed unsafe.”
Ronald R. Blanck, Lt. General, U.S. Army Surgeon General
Letter to the Editor, Belleville News-Democrat
29 May 1998

the onoubomFdxutyz’l l998 Dnnngﬂm
mnvmmn,hFDAmsedoonmuboumMomlmuareMedto potency

Mng.nmlnymmdthepmenecofpmlHumnmmb«oﬂouofmﬂ:nx
vaceine. .

"+ .. Please verify in writing that these sleven lots are, and will remasin, in quarentine until -
further notification from the agency.”
" Kathryn C. Zoon, Ph.D., Director, Center for Biologics Evaluation and Resecarch
Letter to Robert Myers, Dlrector Mchmnmologcl'mducmlnmm
April 28, 1998 !
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418 W2 M8l $4-20-98 10N TD e, . » 2 P2VE
‘e following document, fom D.0.D.'s enthrax veccine website, confirms the fact that
only six lots have passod.

. DefenseLIN K % U.S. DEPARTMENT OF DEFENSE

{ Home Site Map Scarch
NEWS MULTIMEDIA PUBLICATIONS QUESTIONS?

SUPPLEMENTAL TESTING OF ANTHRAX VACCINE

-« *In Dy ber 1997, 5 y Cohen d plans that would lead to the systematie vaccination
of all U.S. military personne! against the biological warfare agem, sathrax He forther stated that the
vaccinations would start after seversl conditions were met. One of those conditions waa to conduct

ppk ! tasting, i with the Food snd Drug Administration’s standards, to assure the
sterifity, safety, potency and purity of the vaccine

The Joint Program Office for Biologicel Defense d Mitretek S; Inc. to ad
repoct on this ippl 1 testing to be performed by the manufacturer. Suppl ! teating of the
* anthrex vaccine ntockpile began in January 1998, snd is scheduled lot by lot until wif are completed at
end of calendar year 1998. All fos of vaccine distributed in support of the DoD’s Anthrax Vaceine
w;: Immwnization Program (AVIP) since approval of the Accelerated AVIP in March 1998 have passed
7+ supplemental testing,

The supploments| testing results to date are:

Lot PAVOIT Successfully complated on 12 Mar 93
Lot FAVD1® Successfully completed on 2 Mar 98
Lot EAV020 Sucwessfully comploted on 2 Mar 98

- LotFAY030 Successfully completed on 13 Mar 98
LoLEAVD34 Successfully completed on 27 Mar 58
" LLEAV036 Successfully completed on 3 Apr 98

, - Updsted: 21 Sep 1998
% Conisc Us
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Ie There Evidence for Long-termn Vaccine Safety?

D.0.D. says the vaceine has been safely and routinely administered to vc«snmnans.
laboratory workers, and livestock handlers since 1970.

1 The veterinarians and livestock handlers carmot be found, and do not appeer to
exist.

2 Four hundred to 500 laboratory workers and special operations troops per year
have received this vaccine. They have not been screened for adverse effects.

3. Kathryn Zoon, head of the FDA s Center for Biologics Evaluation and Research,
pointed out in a May 1998 letter that data on Jong-term side cffects for this
vaccine have never been submitted to the FDA.

The largest group of people to have received the vaceine prior to 1998 are the Desert
Storm veterans, both deployed and non-deployed. There are many with chronic iliness in
both groups, but the relationship between vaccination and subsoquent illness has never
been studied in the United States.

Have Fort Detrick workers suffered adverse effects from ropeatod vaccinations? Anthrax
vaceine has been administerad to hundreds of workers for over 30 years. The answer is
pot clear.

Three studies have been published looking for the effects of multiple vaccinations in
workers at Fort Detrick: in 1958, 1965, and 1974, None have been published since.

These studies point out that intensive immunization of experimental animals has been
shown to produce delayed adverse consequences, such as amyloidosis, arteritis, multiple
myeloma, and other hypersensitivity reactions.

The studics have repeatedly demonstrated sbnormatities in ths blood of the multiply-
immunized when compared with controls. There are increased tymphocytes in the blood,
* and diffsrences between the workers and controls in liver and kidney function, serum iron
level, and sodimentstion ratcs. The final report had this to say:

i ‘Qnomc:tnnulanon of the lmnwwglohdm-pmducmsywlmmmmuﬂwughﬂobe

associated with amyloidosis, plasma cell dyscrasias, and sutoimmmunc disceses. . . Despite
cautious cxtnpolauon from animal findings to man, evaluation of these potentially
adverse effects remaina spsculative, because few intensively immunized human
populations have been available for study.”
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The suthors concluded, “Nevertheless, the presence of two pervons with neoplastic
disease of lymphoid origin in the total immunized population by 1970, of spproximately
1500 individuals at Fort Detrick, suggests that continued surveillance of the entire group
of repeatedly immunized persons is warranted "
White, C. S. et al. “Repeated Immunizatioo: Possible Adverse Effects” Annals of
Internal Medicine. 1974.

What evideace exists regarding Gulf War Illaess and anthrax vaccination?

To date, only one study has been published which looks at this question. It examined
British Guif War vets:

“Vaccination against biclogical warfare and multiple routine vaccinations were
associated with this CDC multi-symptom syndrome in the Gulf War cohort.™
Catherine Unwin, et al, “Health of U K. Servicemen who served in Persian Gulf
War. " The Lancet; Volume 353, January 16, 1999.

“Vaccination against plaguc and anthrax before deployment to the Gulf correlated highly
with illnesss. The investigators speculate that these vaccines — more so than the mmme
ones give to service personnel — had unanticipated effects.”
Stephen B. Straus, NIAID, NTH. “Commentary on the Unwin Study”. ng_m
January 16, 1999.

At !helast heu:mg, Amy Surgeon Gencral

the guestion of missing immunization records.
Blanck reported that anthrax vaccinations had been entered into searvicemembers®
personal medical records, although they had not been catered in an automated,
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centnalized format. His assertion rune contrary to the reports of hundreds of veterans who
have obtained copies of their vaccination records and (iod no mention of anthrax in them
even when they were told by medical personnel that snthrax vaccine was being
sdministered.

4

Where Are the Gulf War Vaccination Records?

From Joint Staff Action Processing Form, Action #J-4A 01206-91 Subject: Preedom OF
{nformation Act request:

“Following Operation Desert Storm, the BW defensive program for D.O.D. has remained
properly classified at the SECRET level. The only exception has been the documentation
of immunizations into the individual’s medical record in order to ensure svailability of

such information for purposes of epidemiological tracking. All otixinal records end

' in jocatiivin

There are numerous memoranda and decision papers regarding the biological defense
program, which while classified, are not responsive iq the FOUA request.

jon: Disclosure of the information requested in the detail requestad would not be
in the D.0.D."s best interest and could be expected to cause sericns damage in the
future.”

This references ASD (HA) memorandum, “Reconding of vaccinations received in |
Operation Desert Storm in the edical immunization record (SP601)," 22 July1991

The docurment cited above suggests that there are central vaccination records thal have
been classified, which may still exist, and which are likely to help prove whether
vaccinations in fact led to Guif War illness. Those records must be found, declassified
and shared with ill veterans and the medical persoans] who are attempting Lo care for
Treatrhent studies for Persian Guif Ilinesses currently do not address vaccine injory.
Perhaps Congress will see fit to remedy this omission.

|8

i

4

Gulf War “Expert Pancls™

Ami!l of “expert panels” have been comvened to explore the relationship between Gulf
Wir illness and various exposures. Remarkably, nonc of these psnels reviewed actual
data regarding the relationship between vaccines and Gulf Iliness. Each panel pesformed
a supetficial overview of the issue, citing the fact that there were “no known" long-tam
sdverdt cffects of anthrax vaccimetion. Ty seglected to mention that no studics cxisted,
and thérefore, there was no dataGtic Wy 3t 1€ dther. )
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Is anthrax vaccine a contributor to Gulf War ilinesses? Comments by
four expert panels
+.The remarka below mmummmmwnmummmw 1

+ RAiphe vECOINESONS) arvd PGL The deia colecied tor the vnmmwm-mu
this Ope of comparison as wel, du: has ot haen published.

% The Presidental Advisory Commities (PAC) on Gul Wir Minesess Sinal Mepon, 1996: p. 114, siabos: “The
vk commities contiudes I is unfialy hat health sitects repored by Cull War dey e ¥ ek of sapoey
T % the Bokdinum tack] o anlivi vaccines, (aed slors or I comb

Again, the corurXioe conckided this on the basis of what ig known about veccines i gmersl, and withoul reviestng
achal Incidontl dala. Wiet (i the PAC Spacial Faport, which lollawed the Finel Repon, sey about Dolr's

“As coterminid by FDA, mzwdmmmmmmmumw

partaining 1o
mmmnwmmm wvhmhmmm o0 salely
ummummdwumumwmmmauu
insttionsl Raviow approval of informed consent Ty 00U W
; thare had been & ma’mmmréumm which mandale il aervice

Service During the Persian Gull War: Recommendations 1or Resserch and Information
~ Sysherne, insiitae of Medicing (JOM), 1596: 8. 85, 2nd peregraph: conomming dwarse Serestions e 10 mlligle
»w‘nmmmmgm(wmmmumumm

The Parsien GUt Experience snd Heaith, NIX Technology Assessment Werkshop Pansl JAMA, AQUsty,
Dotulnum enct arthras

“1994Yal 272 No. 5. D.391-365: P, 394, penersl
vaccines. "No flong-lem adverss eflects have deen docusnanted.”
5 for aneu o Ataire, N
1998 P a 4.1.8 vacol wmmmummm
" adverse effects. All ree 1OM, P}.wummmwm 70 long-teem

mmmm wotdd be mmdumm‘aa
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vaccines In this population is not recommended by any of the three panels, nor ia it erdorsed in this plan.*

The three quotes from three paneis above are ofanlr i . If you never ook for
something, you are sure never lo find it Tbmmw'mredmvmmlhekola%rnodwmn
adversa affects. But no shudy of long term adverse aftects was aver publlahed; nor were such effects ever codected
and submitted o FDA.mmmknw;nZooanm KC. Latter from the Director of the FDA Canter for
Blologics Evaluation and Research © Patrick Eddington . FDA vis FOIA. Aprl 28, 1998),

DOOmmaownerollheaunusadbprmmvam the empioyer of virtually a¥

relationship
* . vaccination and finess has never been subjected to stadistical analysis in tha United States. Yet thers do exist
immurezation records for thousands of velarans. and surveys using veleran recell of vaccine status could also be
done. So yes, there is N0 avidencs of long-erm adverse eflects, but the 1974 study of multiply vacainated persons at
Fort Detrick did not exclude the ros! possitifity of such affects. and aiso acknowledged that they do ooctr in snimal
models. *
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re h ion?

Every reference cited by the PAC is to a DOD briefer {Philip Ruseel being & former
Cammander at Fort Detrick; the others are current employses). No peer reviewed
Iterature is cited. Side effects of the vaccine are minimized. The issue of multiple
vaccines given together is trivialized, with no review of the existing literature on the
toplc. The commitiee claims its conciusions are “bagsed on available evidence” but clles
nons.

Presidential Advisory Committee on Guif War Hinesses: Final Report

Antheax and Botulinum Toxeld Vaccines.

Asthrax vaccine. it 1570, FDA loenaet ariivex veoding 1 protect civilian workers agaknat poselble infsction by
anthvax bacteria. Since 1987 and befors the Gulf War, mors then 20,000 ihoculations had dean routinely aciministored
© at-rigk including Y per ¢ who work with the bacteria that Celseos antlyx, persorm in
Industrigs that work with animal hides and woot (which can be & source of arvihvax Infection), and veterinarians who
come In comact with anttrcinfected animais.

Mwwummmwmnmgmwdmﬁmmw he FOA
ancourages U.S. health care providers and the law recaiires manufachucers 10 report sarious adverse reactions kor alt
Scansed vaccines. 308 FUA has not recelved dats hut raise corvams about he safety of he anBivax vadoine.

meum:ummmwnmmmwbwwdwm
mild discamion, including lendemeass, rviness, swelling or Aching at the inoculation aite for up i 72 hours. Fewer
nmmtmmammmm MMhmdhmhnbmm

stfacts is Urknown, however, mmmmummmm-udwhwm

53. Eitzen, E.. U.S. Army Madical R atinse of Intectious D Fort Datrick, unpublished report ©
memnumwwvmmowtm

102 Johngon-Winagar, A., Director, Medical, Charmical, snd Bislogionl Delenes Ressarch, U.S. Army Mediont Resaach
Command, testimony before he Presidential Advisory Conwniitee on Gult War Vaturans’ Ensesss, May
1990.

103. Johnson-Winegar, A., Director, Madical, Chernicl, and Blological Defense Ressaich, U.8. Ay Medical Resegrch
Danbwna‘nm mmmummmmmwwmu,

Wmmmmmmmmuumm
amm 10 80rt tham out, and 10 reguiate immune reeponse. Humans ive among a wast popullation of

hostie microorganiama, and vecolnations-gven multiphs, contemporansous vactinations-are & sl part of totel Immune
simulation. incividusl VEOCINGS SR COUSS SVares STects, Dt swversl srxhes of the stects of giving muliple
vandinasions & One time have found no sdverse siiects assodaiad with The practics. Restarch on Rils lssus continues,
"N{Won avaiable evidence, 1he Cormnites believes i is uniiely that muliiple vaccines are reeponsitle 1or inssses
‘i ISR
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reportad today by Gult Wiy veterans 202,216,268

‘bat.da. we conciude about the risks ol yaccinas to Qulf War yeterana? The Commitias conchudes it i
ttikaly that health etlects reporied by Gull War velerans 1062y are e result of mqosurss 10 the BT or anthrax vacaines,
used alone Or In combination, )

202 Pittnan, P.R., "Anthrax snd Botulinum Veccs Antibody Preval wnd immure Resporise 1o & Booster Dosy
mu.mmmmmmwmm Proliminary Report,” in review for
submission 1o U.S Food and Drug A D Mg rt BE-INDI728, Narch 1966,

219, Aussall, P.X., Deparimant of imlemational Health, Johns Hopiing Univarsity, lsstimony bafore the Presidential
Advisory Committes on Gulf War Veterans' iinesses, Apri 1966

268. U.S. Army, Medical Research Instiute of infectious Disoases, Protoool: (Retroapactive) Assesement of the Health
of Workers Formerly Employecd at Fort Detrick, MD, P.R. Ptttman, Principe/ investigator, September 1906,
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Irecently discovered the existence of an intercsting D.O.D. study, initiated in Soptomber
1998. Seventh-dsy Adventists, who had participated in “Project Whitecoat™ in the 1950’s
through the 1970°s — they had been volunteer guines pigs for the biological warfare
program at Fort Detrick -~ had received anthrax vaccination as well as other vaocinations
during their tenure at Fort Detrick. Now, 25 years after the program ended, Detrick
researcher Col. Philip Pittman, a principal investigator in other anthrax vaccine studies,
has approached these Adventists to learn more sbout possible long-term effects of their
stay at Fort Detrick carlier. What was the Dopartment of Defenss looking for? It appears
thaymscdangwxdmocofnGulan-typc:lhmmﬁmvohmmﬂnrympm
they are inquiring about are as follows:
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%2,,98 192 P.5/28

Seventn vay Aavenust Fouow-u tudy,
conducted by Lt. Col. Phillip R. P|

The data will be used *in developing a

body of knowledge aboit whether there are

any long-term affects of these immunizations.” (Cares Van Linden, USAMRID Public

Affairs, 10/2/98)

"™ Below is a List of common symptoms. They are associated with
" wide range of conditions. Please carefully review each symptom an
answer wnh the one answer that best applies to you.
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Epid

Most important to the discussion we're having today is the question of whether
servicemembers currently being vaccinated are developing chronic, sdverse effects from
the anthrax vaccination. Because we do not have long-term dats from prior to the current
imsunizations, it is essential that servicemembers be studied now to svs whether thers
are one or more common discase syndromeos emarging in servicemembers who report
illness. T have had an unuscal role to plsy in trying to discern whether this is the case. As
8 publicly-kmown experxt on the anthrax vaccinations, I have been coatacted by 50-100
mmbmwlnreponavsnetyofsymm Ihnvanothadﬂ\eoppmmmtym
examine thesc people, but many have filled in detailed questionnaires for me reganding
their symptoms, arxl some have sani copiea of their medical records. Fortunately, you will
be hearing ffom some of them today.

¥ am sorry to report that the illness symptoms described to me are romarkably similar, md
also mimic the symptoms reported by numorous ill Guif War veterans, This illness
resembles Chronic Fatigue Syndrome, with fatigue, sleep disturbance and cognitive
deficits. There is a significant component of headache, muscle pain and joint puin, along
with regpiratory and abdominal complaints. In sddition, meny sexvicemembers report
neurologic sympioms including sensory nsuropathies and widespread autonomic
dysfunction. Many report sensory hyperzensitivity, and some chomical sensitivity. Their
symptoms often worsen aflor the six month (4%) booster vaceination.

» The predominant initial symptoms are:
Abdominal cramping

Diarrhea (sometimes bloody)
Fever

Chills

Headaches

Malaise

Respiratory distress

L 2 K K BF WY W 3

# Later, persisting symptoms have included:
Chronic fatigue

Dizzinsss

Joint and muscle pain

Headaches

Memory loss/cognitive disturbances
Sleep disorders

Peripheral sensory neuropethics
Intermittent abdominal pain
Intermittent diarthea

Chestpains

Recurring rashes

L IR 2R R R R N R R Y AR J
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¢ Blackouts or seizures

* The majority of complaints of illness have been associsted with vaccination using lots
020 and 030. Each lot contains approximately 200,000 doses.

¢ Anthrax vaccine is composed of an uncharacterized mix of bacterial products.
Conoentrations of these matarials vary significantly from Jot to lot. Because the
constituents of this vaccine have never been defined, it is impossible to establish
purity. It is also unknown whether any vaccine componeats causc adverse effocts.

e Because many ill sarvicomembers remain on active duty and are trying to stay in the
military, their names and medical records cannot be provided. They are attempting,
unsuccessfully, to receive appropriate medical care within the military. This is
difficult when the existence of 8 post-vaccination syndrome is being denied by
D.O.D.

* Both the features of their iliness, and the official response 1o it, echo the plight of ill
Gulf War veterans, who remain without a defined illness, and without meaningful
approaches to treatment.

Legal Issues

Unfortunately, the discussions we are having today have significant legal implications.
Servicemembers who have refused the vaccine bave faced a variety of punishments,
including court martial. Some of those who have become ill subsequent to the Gulf War,
or to the recent rounds of vaccinations, feel they may have been given unapproved
vaccines which are not licensed by the FDA, and which D.O.D. had no legal right to use.
They are interested in seeking redress, if they can demonstrate such vaccines were
administered to them.

The following article suggests that in fact, one or more unapproved anthrax vaccines has
been given to servicemembers.

“Military Immunizations: Past, Present and Future Prospects,” written by s formoer Fort
Detrick Commander, states that unlicensed anthrax vaccine has been used.

“LIMITED USE VACCINES AND PRODUCTS

Limited use vaccines and products arc defined as those salicensed experimental
vaccines, toxoids, and immunoglobuling that have been developed against specific
military threats associated with high morbidity. These products would be used in specific
contingency situations. Some of the limited use vaccines could be considered to be
experimental deployment vaccines, since they are directed against serious region-specific
endemic discases. Limited use vaccines include Venezuelan equine ancephalitis, Eastern
oquine encephalitis, Western oquine encephalitis, Rift Valley fever, tularemia, Q fever
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and arthrax. Botulinum toxoid (1ypes A through E) is also included in the category of
fimited usc products.”
Emeost T Tu.kcfnjl. M D., MPH, and Phlllp K Russcll M. D from Mﬂ_ﬂ

Mnrch 1990 Page 156.

A number of servicemembers are now awaiting court martial for their refusal to submit to
anthrax vaccination. Is the order to vaccinate a lawful order? Given all the qucstions that
have boen raised today, one wonders whether D.O.D. has the right to order a vaccine of
questionable efficacy and dubious safety to be administered, willy-nilly, to 2.4 million
service members.

Secretary of Defense William Cohen established four pre-conditions before be would
approve the anthrax vaccinalion program.

Were Secretary Cohen’s four pre-conditions for approval of the anthrax vaccination
program actually met?

If not, was the order to vaccinate a lawful order?

1. Secretary Cohen asked for an indcpendent expert to review and approve the
program.

» Gerard Burrow, M.D,, is a matemal-fetal thyroid cxpert at Yale University.
Anthrax vaccine is not approved for use in pregnancy, nor in children under 18,
He therefore has no expevience with the vaccine, and has never published any
papcrs on anthrax, infectious disease, or biological warfare.

¢ How was he chosen to review this program? Is his independence as illusory as his
expertisc?

2. Secrctary Cohen asked for supplemental testing, consistent with Food and Drug
Administration standards, (o assure gterility, safety, potency and purity of the vaccine.

*  Sterility — three of the eleven quarantined lots in April 1998 failed due to sterility
testing. The February 1998 inspection also noted that several sublots which had failed
sterility testing were used in the production of lots.

e Safety -- Safety can only be judged by long-term follow up of people who have
received the vaccine. Until now, such follow up has never been accomplished.

s Potency ~ Of the eleven lots quarantined by FDA on April 28, 1998, seven failed
potency lesting. Some of these had previously psssed potency tests. Because MBPI
retested lots until they achieved 1 pass on polency testing, this is no smprise.

* Purity — “The vaccine is composed of an undefined crude culture supranatant
absorbed to aluminum hydroxide. There has been no quantification of the protective
antigen content of the vaccine or of any of the other constituents, so the degree of
purity is unknown."

Dr. Arthur Friedlander, MC Colonel and head of Bacteriology at Fort Detrick’s
USAMRHD [Brachman PS and Friedlander AM: Anthrax. In Plotkin SA and
Mortimer EA (eds): Vactines, ¢d 2. Philadeiphia, WB Saunders, 1994, pp. 729-
739.)
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in suramary, there is no good evidence for vaccine safety, effica cy or necessity. D.O.D.
may have illegally used unapproved vaccincs on servicemembers in the past, and has not
demonstrated that the order to vaccinate is a lawful order. Persian Guif illness appears to
be related, at lcast in part, to anthrax vaccination. D.O.D. had obfuscated the causal role
of vaccines by classifying immunization records and conlrolling the deliberations of
expert pancls. Current servicemembers are now falling ill from the same disease.

What will it take to call 2 halt to the current round of vaccinations?

Equally important, what will it take to investigate these iUnesses and develop
treatment protocols that are serious about getting answers and providing care?

The sraoke and mirrors have to gol

1 would like to conclude by thanking the Committee again for allowing me to present this
testimony. I would be happy to supply supporting documents and any other information
thal may shed light on the considerable questions which remain unresolved regarding the
anthrax vaccine,
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MERYL JAE NASS, M.D.

Emergency Physician and Internist

124 Wardtown Road
Freeport, Maine 04032
¢-mall : mnass@ige.apc.org

EMPLOYMENT
12/97 - present

8/97 - 1187

3/85 - 8/97

7786 - 7/83

154 - 385

703 - 184

7/85 - 7/88

7/80 - 642

Emergency Physiclan
Parkview Hospitat
Brunswick, Mzine

Private Practice, Intemal Medicine
Women o Women

3 Marina Road

Yarmouth, Maine

Emergency Physician
Paior; Massachuds

Emergency Physici
Franklin Medical
Greenfleld,

intemist . l I
Kaiser Permanente
Amherst,

Emergency Phyclclai:\
Emergency Doctors Group

Home (207) 865-0876
FAX (207)865-8976

Springfieid and Tumers Falls, Massachusetts

Maedical Consultant
Disability Determination Services
Jackson, Mississippi
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ERQUCATION and TRAINING

1980

1974

1069

Diplomats in interna! Medicine
Compieted imemal Medkine Residency
Univarsity of Migslssippi Medical Center
Jackson, Mississlppi

M.D.. University of Mississippl Medical Schoal
Jackson, Mississippi

B.S., Blology, Massachusetts institute of Technology
Cambriigs, Massachusetts G.P.A .38

National Merit Scholar

JEACHING
1969 - 1993 Instructor, Department of intemal Medicing
University of Massachusetts Medical School
1685 - prasont EMT course lectures ‘
ACLS presentations
ADDMONAL SKILLS

¢ Computer literate
«  Excellent at search, mm and synthesis of the medical iterature
.+ Excellent writing abliity ‘

*  Excellent rapport with patients and collsagues -

{

+  Broad public speaking experience, © physicians; medical students, and a
variety of pubiic organizations. Extensive inerview experience

¢ Easy development of proficiency in new areas

QTHER. PROJECTS

«  Member, Federation of American Sclentists Working Group on Biologica!
Waeapons Verification. Coauthored a report which describes the most
comprahansive methodology for the investigation of allegations of biological
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weBpons use ever published. This report was presernted to the Biological
Weapons Convention Review Conderence in 1996.

Consultant, Cuban Ministry of Health, 1883. | identified and anatyzed possible
etiologies of an unprecedented epidemic of 50,000 cases of optic and
peripheral neuropathy. As g result | was invited fo Cuba %0 moet with top
Cuban researchers, where 1 assisted in the planhing of further evaluation

and treatment regimens.

investigator: | spent three years studying the workd's largest recorded anthvax
epidemic, which 00k place in Zimbabwe from 1879-18680. 1 deveioped
methods to distinguish a natural outbreak from an episode of biological warfars,
and published a detailad analysis of the opidemnic in 1982, In 1098, the Minister
of Health of Zimbabwe acknowledged in a BBC documentary that anthrax was
in fact usad for biological warfare in his country, and confirmed a number of the
conclusions in my report.
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PUBLICATIONS

1. Nass M. Anthrax vaccine: A model response 10 the threat of biciogical warfare,
lnfectious Disease Chinics of North America. March 1899 (in prees).

2 Side! v, Nass M, Ensign T. The anthrax diemma, Madicine and Giobal
Survival {in press).

3 Nass M. Biological wartare. The Lancet. 1988; 352. 491-2. (letier)

4. Nass M. Anthrax vaccine and the prevention of blological warfare? ASA
Nowsletter. Aprit 30, 1998: 1, 23-25, 32 (This articie Is being reprinted in Defense
Systems intemnational, Fal 1698).

5. Raport of the Subgroup on investigation of Alleged Use or Release of Biological
or Toxin Weapons Agents. Faderation of Amarican Scientists Working Group on
Biglogical Weapons Verification. April, 1998.

6. Nass M. The choics is betwean arms control and abofition. Modioheand
Giobal Survival. 1995; 2: 180-181.

7. Nass M. Gorm warfare: time now for verifiable disa t {op-ad). interpe
Neows Service (syndicated). March, 1663.

8. Nass M. Anthrax apizootic in Zimbabwe 18758-1980: due I» dsfibarate spread?
PSR Quarterly. 1892, 2 198-209.

9.  Nass M. Can biclogical, 1oxin, and chemical warfare be efiminated? Polics
and the Life Sciences. 1982; 11: 30-32.

10. Nass M. Authorreply. PSR Quartorty. 1991, 1: 230,
11, Nass M. The labyrinth of biological defense. PSR Quartarly. 1991; 1: 24-30.

12.  Nass M, Langtord HG, Jackson JF, Parent AD. Acromegaly. Jouma! of the
Mississippi State Medical Association. 1985, 268: 251-255.

13. ZemlnM,MaungluyM Consolacion M, Nass M. Breastieoding and nutritional
in depressed areas of greater Manila, Phillippines. Ecology of Food and
szvm 1978;7: 103-113,

14. Grant CK, Adams EP, Nass M. Appeararxe of cytolytic antbadies in sheep
Iymph following immunisation with tumour celis: identification of antibody subclasses.
Austrafian Journal of Experimental Bickogy and Medical Science. 1976; 53 381-3&7
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Table . QUINEA MG SURVIVAL FOLLOWING PARENTERAL ANTHRAX SPORE CHALLENGE
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T;&’. MOUSE SURVIVAL FOLLOWING PARBNTERAL ANTHRAX SPORE CHALLENGE

Author Anthrax —lerivei 0%}
tyear) Vaooine Mo. Coses. Mowse Swrain Srain Vacoineted Controt
Watkes o sl™ 1908 MDPH 3 AT Volum 19 0 ]
MDPH 3 CBA/T Yolhum 18 10 @
Walkos ot al™ 1990 MOFH 3 CBA/ Asrw 14 n
. B Sturne 3 cBA/T Anm % 2
Iving ot sl 1900 MDPH 3 CBA/] Asrem 3 o
Stazrw® 3 CBA/] Ames 56 0
ITvins et al® 1952 MUPH 2 Ames 0 0
MDPH 2 Arres 10 0
MOPH 2 A/l Arres o 14
Eirven of X2 micx dicd follering the Srst Starne immunizanian.
Table 3. GUINEA PIQ SURVIVAL FOLLOWING AEROSOL ANTHRAX SPORE CHALLENGE
Autor i I
[ ‘Vecoine No. Dosss Anghraz Serain ‘Veocinated Contrel

Iving ot o™ 1906 MDPH 3 Vallom 18 n '
B Setme 4+ Valtun 18 100 o
lvire and Welkos,® 1908 MDFH 3 Vollum 18 & o
Sharres 3 Vollom 13 L4 o
Broster and Hibba,® 1990 UK bumas 3 Vellum a0 0
UK human 3 New Hampshize ] ¢
UX human 3 Ay 3 ¢
Swrne } New Hampni) b H
e w 0
Sterne 1 Ames 4 '
Ivine «t ol 1998 MDPH 2 Ames n []
Jores ¢t L 19% UK huwam 3 Aves ® 16
UK haran. 3 New Harapshire ] %
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- % Savved % Surving
Toeabull of 45 1988 MDPH 3 None hrroved o H
MOPH 3 Kitlad . Amas 0 0
avix, = b
U b 3 N ¥ Azrwe 48 ¢
UK husnan 3 my‘h‘h‘ ‘ 100 ¢
.
) advovant or Backhes
cereus Hve
- Tirabul e AW 19K0"  PAC 3 Noew o 5 H
A 3 Noew Airwe/Nev Hampehire L3 4
iy 3 Berdella pertionis Yolkum w ¢
A 3 2. pertussis Atrws. s °
oire ol 1902 MDPH (730 Aves 2 Nore frraond 2 H
BA*  apoves limy 2 Desex Arv b4 ¢
o b Teiple mix A 0 °
A0 Ames 1 Albydroget Asmes I :
PA sporew im) 1 Decax Anws 00 4
" H Tipi mix Asrws 100 ¢
PA (200000 Ames 1 Alvydrogal Amwe = M
MDPH sporss im) 3 Noew Arrwes 3 ¢
” 1 Duetex Anes ” H
1 Trigle mix Aoy kil o
- al® 1ot MUPH 2 Nere Az e 3
oAt 2 MPLERT Ama ) e
Jorws ct al® 1956 UX human 3 Nora Arwe % ©
X human 3 Teipla mix Anen 93 10
UK human 3 ot 8 10
UK Naran 3 Tripie eux Votlen 100 @
fvarman 3 Norw New Huengahire Lid M
VK tupan 3 Triple mix New Hampehire %0 2
Adkjmrmot ewcriprions. v crramired i Wi,
MDPH 15 lormaiemmd with sthydrogel Ppdzoesdel
‘t‘l"m“ nm::{mhu itk whoen = "
" pacilied 2s dascelbed Machods, Snxymol 1881,
m.muw-wzzsn ) -
- sbory! ipht A; SLT = wy L




151

Tabis §. MPROVED SURVVAL BN MICE WITH ADDITION OF NOVEL ADKUVANTS

% Mrvived

m BHO000ONBOCO B

% Survived

m L LR TR PEE Y

Arthrax Experiments;
Anional

o 20
(521
C3a/t
CPA/T male
CBA/Y male
CBA/T male
CRA/T made
CRAL] fmmale
CBAJ] o

Kirain
Ames
Ames
Atnes.
Ames
Ames
Ames
Ames
Anes
Ao
Ames.
Ames
Ames
Amesx
Ames

Adjuvany(a)
TR
y+MDP
Tiple orix
YHMDP
ol
F-NOP

£
ww

" fvire  al® 19927

L ke purited snd peoduced s damcebed by Lappie BE: Methods Eaymol TEI0L 1088

ANTHAAX VALLUINE 199

st Zumin™ have proposed that Gulf War ilinesses may be caumed by 2
shift In &853 balance from Thi ko Th2. This can be Induced by use
of multip inations, p is, anvd pomsibly by exp
0 carb and organophosphale Insecticides as well, which inhibit
Thi function.” The British Ministey of Defense is now spensoring o trial
[ ?1@3&?%&3 of vaocines and other trestments. given
10 troopa. -

In the United States, the most effective adjuvant a:nE_-_K..-ﬁis
with PA in animals were Dietox, Triphe mix (also known xs Tei+ and
monop] | lipid A (MPL) (aft produced by Ribi tmm;
ii}:&ggv‘rﬁi%i?slﬁ i
tween B0 emulsion.™ = Tables 4 and 5 show a compasison of
o elher Myt P o Rt which: et e it
of elther Wt or wi muram,

(MDP), and MPL (in & 10:1 ratic} In & buse ﬂ‘N.r!ﬂil!N.H:!n mix

the same dients with the ad: of ,
#ii in equal prop also tn 2 2% s base, These inls arc
Innm, e, bt mee ot harn)ess. Si it side effects, includ-
ing .-«-Mﬂ_-i. &_n.-..wm.a. asthritls, g%ﬂﬁgu In one experi-
ment where guinea piga were given PA plus threonyl-MDP in an emul-
sion vehicle, five died unexpectedly 1 tn 5 days ination
Oriy atuminum-besed adjuvants we ticensed for human wse in the
United States, and military spokepersons have denied that unlicensed
adivants or anthrax vaccines were given to US soldiers at the lime of
the Gulf War™ Asa and Garry, howevey, describe having found antisqua-
fene antibxdies in the blood of b ds of patlents reputting symp
of Gult War iliness, and In rare controls { Gery, PhD), pesrsonal
communication, April 1998), This obwervation has reopened the imsue of
whether the US military, Itke the Brivish M of Defense, may have
adjuvanted its anthrax vaccine In s novel way, in this case presumably
using L ining adj # Although efficacy may be im-
proved Wv. edding such adjuvants t© » human unthrax vaccine, safety
questions must be resolverd before any large scalke use in humana is
atempted @

OTHER APPROACHES T0 ANTHRAX PROPHYLAXIS:

POSTEXPOSLURE THERAMES

En contrast to the limited cfficocy of vaccines, sntimicoobial treat-
wment begun either shortly before or aftey exposure 1o anthrax
{though prioc to development of clinical iflness) luw led to significant

long-tecm suxvival ® % It promises to be very useful therapy, a5 Jong as

the anthrax challenge steain is not antiblotic vesistant. Daxyrycline and

ciprofioxacin ]

s~~bination of p P plus ‘may be more
icious thar antibiotics alone, The Russians tawe created an antimi-

have been the best performers of the drugs tested » % A
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Addendum to the testimony of Meryl Nass, MD
Committee on Govemment Reform
Subcommittee on National Security, Veterans Affairs and Intemational Relations
Hearing on Anthrax Vaccine Safely, April 29, 1999

As a general principle, is vaccination a good defense against biological
warfare?

What if a vaccine was 100% effective against all natural strains of anthrax, which nobody
claims? An enemy would simply choose another biological agent: one that occurs
naturally or one created using genetic engineering.

The Defense Advanced Research Projects Agency (DARPA) identified 65 naturally-
occurring biological and toxin warfare agents directed against humans: there exist
vaccines for less than ten of these.

"It takes 18 months to develop a weapons-grade (biological) agent, and ten more years
to develop a good vaccine against it."
William Patrick, former head of the Biowarfare Program, Fort Detrick. New
York Times, November 3, 1998.

"The plethora of real and construclible microbial pathogens, and the numerous ways
in which exposure to them can occur, makes development of agent and route-specific
defenses both foolish and futile.”
Jay Jacobson, M.D , "Biologic Warfare Testing." Hearing: Commitiee on Armed
Services, House of Representatives, May 3, 1988

"One cannot overstate our inability to deal with novel agents . . . {To] unprepared
public health authorities who know nothing of the weapons® origins, its structure, its
pathogenic mechanism and transmission, the task of producing a vaccine or drug and
doing it very rapidly is almostimpossible ... Today the number of potential agents
has multiplied to the point where it is no longer possible to plan or respond with
defenses. There is no public health or medical strategy.”

Anthony Robbins, M.D., "Biologic Warfare Testing," Hearing: Committee on

Armed Services, House of Representatives, May 3, 1988

Despite the fact that vaccines are unlikely to provide a robust defense against known
biological agents and are even less fikely to provide a defense against novel, genetically
engineered agents, Congress appropriated $322 million in 1997 for the Joint Vaccine
Acquisition Program. lts goals are to develop new vaccines for more than ten known
biowarfare pathogens and administer the vaccines to all US servicemembers.

The anthrax vaccine immunization program can be regarded as the introduction to this
much larger, and less well-known, program. FDA has stated publicly that it will expedite
licensing for these biowarfare vaccines.

Are we already embarked on a misadventure that will dwarf the anthrax vaccine program

in_cost, futility, and medical repercussions?
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Addendum to the testimony of Meryl Nass, MD
Committee on Government Reform
Subcommittee on National Security, Veterans Affairs and International Relations
Hearing on Anthrax Vaccine Safety, April 29, 1999

As a general principle, is vaccination a qood defense against biological
warfare?

What if a vaccine was 100% effective against all natural strains of anthrax, which nobody
claims? An enemy would simply choose another biological agent: one that occurs
naturally or one created using genetic engineering.

The Defense Advanced Research Projects Agency (DARPA) identified 65 naturally-
occurring biological and toxin warfare agents directed against humans: there exist
vaccines for less than ten of these.

"It takes 18 months to develop a weapons-grade (biological) agent, and ten more years
to develop a good vaccine against it."
William Patrick, former head of the Biowarfare Program, Fort Detrick. New
York Times, November 3, 1998.

"The plethora of real and constructible microbial pathogens, and the numerous ways
in which exposure to them can occur, makes development of agent and route-specific
defenses both foolish and futile.”
Jay Jacobson, M.D., "Biologic Warfare Testing," Hearing: Committee on Armed
Services, House of Representatives, May 3, 1988 -

"One cannot overstate our inability to deal with novel agents .. . [To] unprepared
public heaith authorities who know nothing of the weapons’ origins, its structure, its
pathogenic mechanism and transmission, the task of producing a vaccine or drug and
doing it very rapidly is almostimpossible . . . Today the number of potential agents
has multiplied to the point where it is no longer possible to plan or respond with
defenses. There is no public health or medical strategy.”

Anthony Robbins, M.D., “Biologic Warfare Testing,” Hearing: Committee on

Armed Services, House of Representatives, May. 3, 1988

Despite the fact that vaccines are unlikely to provide a robust defense against known
biological agents and are even less likely to provide a defense against novel, genetically
engineered agents, Congress appropriated $322 million in 1997 for the Joint Vaccine
Acquisition Program. Its goals are to develop new vaccines for more than ten known
biowarfare pathogens and administer the vaccines to all US servicemembers.

The anthrax vaccine immunization program can be regarded as the introduction to this
much larger, and less well-known, program. FDA has stated publicly that it will expedite
licensing for these biowarfare vaccines.

Are we already embarked on a misadventure that will dwarf the anthrax vaccine program
in cost, futility, and medical repercussions?
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F-483 100M 10/90 - Rev.10/87
ANTHRAX VACCINE ADSORBED

DESCRIPTION

Anthrax Vaccine Adsorbed is a sterile product
made from filtrates of microserophilic cultures of an
avirulent, ponencapsulated smain of Bacillus an-
thracts which elaborates the protective antigen dar-
ing the growth period. The cultures are grown in &
synthede liquid medium and the final product is
prepared from the sterike flitered cultyre fluid. The
potency of this product is confirmed according to
the US. Food and Drug regulations 21 CFR
620.23): Addidonal Standards for Anthrax Vaccine
Adsorved. The final product contains no more than
2.4 mg aluminum hydroxide (equivalent to 0.83 mg
aluminam) per 0.5 ¢c dosc. Formaldehyde, in & finat
concentration not 1o exceed 0.02%, n\hd
benzethoniurm chloride, 0.0025%, are added "as

preservatives.
CLINICAL PHARMACOLOGY

Anthrax Vaccine Adsorbed is used in man to pro-
mote increased resistance to Bacllhe antfiracis by ac-
tive immunization (1,2).

INDICATIONS AND USAGE

{mmunization with Aathrax Vaccine Adsorbed is
recommended for individuals who may come in con-
tact with animal products such as hides, bair, or
banes which come from anthrax endemic areas and
may be comaminated with Bacllius anthracts spores:
and foc individuals engaged in diagnostic or in-
vestigational activities which may bring them fmto
contact with B. eathrocis spores (1-5). It is also
recommended faor high rigsk persons such as
veierinarians and others handling potentially in-
fected enimals. Sinee the risk of exposure to anthrax
lnfection in the gencral population is slight, routine
immunization is aot recommended.

If & perron has oot previously been immunired
againct anthrax, {njecdon of this product following
gl:pomm to anthrax baciili will not protect agminst

CONTRAINDICATIONS

A history of a severe reaction to a previous dose of
m vaccine is a contraindication to immuniza-
tion with this vaccine. '
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WARNINGS

1. Any acute respiratory discase or other active in-
fection fs generally considered to be adequate
reason for deferring an infoction.

2. Persons recciving cortico-steroid therapy or
other agents which wonld tend to depress the tm-
munc response may zot be adequately immumiz-
ed with the dosage schedule recommended. If the
therapy is short termed, immunization shoald be
delayed. If the therapy ks long termed, an extra
dosc of vaccine should be given a manth or more
aftec therapy is discontinmed. .

PRECAUTIONS

1 . General: Bpinephrine solution, {:1000, should
always be available for immediate use in case an
snaphylactic reaction should occur, even though
such reactions are rare.

2 . Carcinogenesis, Mutegenests, Impairment of
Fertillry: Studics have not been performad to
ascertain whether Anthrax Vaccine Adsorbed
has carcinogenlc action, oc any effect on fertificy.

3. Pregnancy: PREGONANCY CATEGORY C.
ANTHRAX VACCINE ADSORBED
Animal reproduction studies have not been con-
ducted with Anthrax Vaceine Adsorbed, It is also
not known whether Anthrax Vaccine Adsorbed
can cause feral harm when admimistered t0 2
pregnant woman or can gffect reproduction
capacity. Anthrax Vacclne Adsocbed ghould be

. °diivcuto & pregoant woman only if clearly need-

4Pcdian'ic Use: This aotigen should be ad-
ministered oaly to healthy men and womer from
lSwﬁyunofmbecanulnvudgmM:to
datc have been conducted exclusively in that
populstion.

ADVERSE REACTIONS

Loq]&ncuomzundloajmcuonsomin&p-
praximately thirty per ceat of reciplents 204 consict
oflsma.urinzofcrythau,l-Zmindhmew',plm

local tendemess(1), This reaction usually oc-
amwhh!nuhomandbedmtosubddebyla
ham.Oeadonany.theaythmincteascsw3m3
anindlamaer.l.oalmadomtmdwbmtn
sevmwbythcsmlnjocdonnnddwnmyd.ecxmc
fn ;(cvcdxy v«;iot!;;ubsequeut dotes.
oderste reactions which occur in 4 t
of recipients otuapond mealonmdcfmfby“:n
Ty reaction greater than § cm diameter.,

-
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These may be pruritic. Subcutaneaus sodules may
occur st the Injection site and persist for several
weeks in a few persons. A moderate local reaction
can oceur if the vaccine is given to anyone with 2
past history of anthrax infection.

More severe local reactions arc less frequent and
consist of extensive cdema of the forearm in addi-
ton to the local inflammatory reaction.

All local reactions have been reversible.

Systemic Reactions: Systemic reactions which oc-
cur in fewer than 0.2 per cent of recipients have been
characterized by malaise and lassitude. Chills and
fever have been reported in only & few cases, In such

instances, immunizstion should be discontinued.

DOSAGE AND ADMINISTRATION

Dossge -

Primary immuniration consists of thrée “sub- .
cutanecus Injections, 0.5 mL each, given 2 weeks
apart followed by three additiopal subcutaneous in-
jections, 05 ml ecach, given at 6, 12 and 18 -
mouths(1). :

If immugity is to be maintained, subsequeat
booster injections of 0.5 mL of anthrax vaccine at
one year intervals are recommended.

Administretion

! . Use a separate sterile needle end syringe for each
patient to avoid transmission of viral hepatitis
and other infectious agents. '

2. Shake the bottle thoroughly to ensure that the
suspension is homogeneous during withdrawal.
The rubber stopper should be treated with a0 ap-
propriate disinfectant end allowed to dry befare
inserting the needle.

3 . This preparation must be given subcutaneously
after cleansing the overlying skin with ag enti-
septic.

4 . Follow the usual precautions to avoid in-
travenoas injection. .

§ . After withdrawing the needle, the injection site
may be massaged briefly and gently to promote
dispersal of the vaccine.

6 . The same site should not be used for more than
one mjection of this vaccine,

7 . Do not syringe-mix with any other product.

8 . Parenteral drug products should be inspected
visually for particalate matter and discoloration
prior to administration, whenever solution and
conteiner permit.



162

HOW SUPPLIED

Anthrax Vaccine Adsorbed is supplied in § mL
visls containing 10 doses cach.

STORAGE

THIS PRODUCT SHOULD BE STORED AT 2
TO B°C (35.6 to 46.4°F). Do not freeze. Do not use
after the expiration date given on the package.

REFERENCES

1. Brachman, P.S., ef. of. Field Evaluation of 1
Human Anthrax Vaccine. Amer, ], Pub. Health,
32:632-645 (1962). :

2 . Editorial: Veccine Against Anthrax. Brit. Med.
., 27717718 (1965). ,

3. Advisory Committes for Immunization Prace,
tices.-Adult Immunizaton, Morbidity and Mor-
tality Report, 33(15):33-34, 1984,

4 . Commitiee 0a Immunization, Guide for Adult
Immunization, 1985, Amer. Col. Phbysiclans,
Philadelphis, PA (1985).

3 . Report of Commitzee on Infectious Discases,
19th Editdon, Amer. Acad. Pediatrics, Rvanston,
IL (1982).

These recommendations are prepared by the
Michigan Department of Public Health only for the
guidance of the physician, They do not replace the
aperience and judgment of the physician, who
should be familiar with the recent pertinent medical
fireranure before administering any biologic product.

Manufactured by
MICBIGAN DEPARTMENT OF
PUBLIC HEALTH
Lansing, Michigan 48909
U.S. License No. 99

Auth.: Act 363, 1978

=B

-



163

Mr. SHAYS. Thank you, Dr. Nass. That is very comprehensive
and helpful. Thank you.

Now our next three witnesses are civilians who have taken the
anthrax vaccine. Is that correct?

Ms. GRoLL. Correct, sir.

Mr. SHAYS. And we will start with you, Ms. Martin-Allaire.

Ms. MARTIN-ALLAIRE. I would like to thank Congress for express-
ing an interest to the anthrax vaccination immunization program
and allowing me the opportunity to speak about my experiences of
adverse reactions to the anthrax vaccination and problems seeking
medical care I have incurred as a civilian.

My name is Randi Martin and I am a civil service technician at
the 110th Fighter Wing Air National Guard Base, located in Battle
Creek, MI. I received my first anthrax injection on September 18,
1998, for a volunteer overseas deployment, which was scheduled to
deploy on November 11th, 1998. The second injection was adminis-
tered on October 2nd, and a third on October 16th.

According to my shot record, all injections were from lot FAV030.
During this timeframe our base was preparing for an operational
readiness inspection, which was scheduled for October 17th to the
23rd, 1998. I felt tired, sluggish, and slow during this timeframe,
but associated it to the numerous hours of overtime and stress that
comes with any inspection with the military.

On March 14th, 1999, I received my fourth injection. The lot
number I received is yet to be determined. The next couple of days
after my injection I felt sluggish, tired, and a little disorientated.
However, I considered that to be normal with past experiences of
inoculations. On March 17th, I realized this was no longer normal.
I was so tired I could not get out of bed. My days for the next week
consisted of numerous hours of sleeping. I was awakened only to
eat.

The following 2 weeks, I attempted going to work a couple of
times, but lasted only for a couple of hours each day and then had
to leave. The reasons were I was too tired, my head felt like it was
going to explode, my abdominal cramping had me doubled-over, or
I was just too disorientated.

I began to notice that my memory seemed to be getting worse as
I could not remember passwords to programs that I use everyday
at my work.

On March 31st I went to the emergency room with the com-
plaints of abdominal cramping, my body was running hot and cold
in temperature, a severe headache, shortness of breath, and feeling
nauseated. I told the doctor I thought it was a reaction to the an-
thrax vaccination. The doctor inquired why I was not at a military
hospital as they did not know anything about the anthrax vaccina-
tion.

I informed him of our situation at our base, where there is no
full-time medical physician available. In his willingness to help, he
looked through the immunization pamphlets but could find nothing
on the anthrax vaccination. This is the second time on the civilian
side I have run into this. The doctor called the CDC only to get the
answering machine. He left a message, told me to go home and he
would call me back when he had an answer.
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I left the emergency room with no answers, but at least had a
prescription for Motrin. While waiting for a call from the hospital,
I was having a conversation with my father. I could not complete
sentences without having to stop and gasp for air. I was so winded
I literally felt as though I was going to pass out. The hospital
called me in about an hour with the number the CDC gave them
to give to me.

I called the number but did not catch where I called. I was talk-
ing to a woman by the name of Kathy who seemed very nice and
wanted to know what my symptoms were. When I started stating
them, she interrupted me to say that some of the reactions had not
previously been reported as adverse reactions from the vaccine, so
she was not going to report some of my symptoms as being any
type of adverse reaction.

Her response was I must have caught a virus because symptoms
associated with the vaccine last 2 to 3 days and not 2 weeks. I told
Kathy of my situation, that doctors were not aware of the anthrax
vaccination and did not know what to do for me. Kathy’s response
was, they haven’t heard of the anthrax vaccine? You must live in
a small town. Don’t they watch TV?

I asked where I called, and she told me the Department of De-
fense. It then became clear to me how the DOD can state there are
few adverse reactions associated with the vaccine. How can you
begin a trend of adverse reactions when the DOD states they will
not report them?

On April 2nd, our vice wing commander, Colonel Seidel, called a
meeting with individuals from the group who received the fourth
injection. It was discussed during this meeting that actions were
taking place to get us down to Wright Patterson Air Force Base,
located in Ohio, the closest military hospital. There seemed to be
a lot of legality issues, considering we were civilians and this was
a military issue.

Colonel Seidel stated that the soonest we were able to get to
Wright Patterson to see a military allergist was April 23rd. How-
ever, he was trying to get us in sooner as he found this date to be
completely unacceptable.

On April 7th, the first group of four left Battle Creek Air Na-
tional Guard Base at 7:45 a.m. to Wright Patterson to see the mili-
tary allergist. During my examination, the allergist examined my
ears, eyes, nose, and throat, felt my abdomen, checked my reflexes,
and examined my VAERS report. I received a chest x ray at my
request. I was told I was fine. During this time, the allergist was
aware of my symptoms. The allergist stated in my medical record
that I had a local reaction and to followup with my civilian doctor.
Subsequently, two civilian physicians that I have seen so far know
nothing about this vaccination. We returned to our base at 11:30
p.m. still with many questions and no answers.

April 14th in the morning I was feeling very ill. I had abdominal
cramping, a headache, and was feeling extremely nauseous. I went
in at 8 a.m. to inform my boss that I was leaving ill. The response
was that I needed to watch my sick leave as I was in the hole. My
sick leave available balance seemed to be the only concern, even
though she was previously made aware of the problems I was expe-
riencing from the vaccination.
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My position at work requires you to be multi-task orientated.
Since coming back to work, I am unable to accomplish this. I can
now only do one task at a time, as it takes every bit of concentra-
tion to focus on just the task at hand. One month after the injec-
tion, I am still having continuous headaches, which medication no
longer has any effect on. I am still having abdominal cramping; I
am still feeling nauseous; I am experiencing memory problems; and
I am continuously tired. I cannot walk up a flight of stairs without
becoming winded. My joints are achy when they are bent for longer
than a couple of minutes. I have extreme lower back pains, and
just recently have developed back spasms. I have gained nearly 20
pounds in 1%2 months. I have absolutely zero tolerance for anybody
or for anything. I do a lot of typing at my job. Normally I can type
75 words per minute. Now if I type more than 5 minutes, I find
myself needing to stop as all of my fingers seem to tighten. I am
only 25 years old and this should not be happening. I was off work
for nearly a month with the only explanation being I have caught
some kind of a mysterious virus that no one can explain or yet de-
tect.

I was on antibiotics at the time I received my fourth injection,
and was never asked if I was on any type of medication or anti-
biotics. A VAERS form was never shown to us or offered. We found
our own VAERS form on the internet, filled it out ourselves, and
sent it forward. I never even knew a VAERS form existed, and I
have been in the military for 8 years. I have recently learned that
our base clinic was never aware of a VAERS form due to the fact
that it is not a military form. The lack of knowledge for a man-
dated program that has been displayed by the “key personnel” has
been completely appalling.

The medical treatment that was given down at Wright Patterson
to myself was nothing short of get her in and get her out. The De-
partment of Defense’s response of not reporting some of my reac-
tions I find very troubling. Due to the fact that I was cutoff from
the DOD, I never even finished stating all of my symptoms.

I have found the situation I am in puzzling, that consideration
on what to do if a technician or Guardsman becomes sick was
never taken. This seems like an important step missing considering
it is now mandatory for military personnel, active duty or civilian.

There seems to be no answers to my questions on why I am feel-
ing the way that I am feeling. The only responses are the vaccine
is safe, has been routinely used for 30 years, and will protect me
in bio-warfare. My concerns from this vaccination are legitimate
concerns. If reactions get worse after each injection, with what I
have experienced on the fourth injection, what am I going to have
to look forward to on the fifth injection? The sixth? The annual
boosters? Why are my symptoms being categorized as local, which
consists only of swelling from the elbow to the shoulder and a sore
arm when there are clearly more reactions involved? How many
other soldier’s reactions are being classified lower than what they
really are? There are too many unanswered questions associated
with this program. And there are too many vague responses.
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I am neither a medical physician nor a scientist; however, I feel
I am the most qualified to know what is going on with my own
body. I know what my health is now as opposed to where 1t was
before I started taking the anthrax injections. There is a massive
difference, and there is something wrong.

Thank you.

[The prepared statement of Ms. Martin-Allaire follows:]
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1 would like to thank Congress for expressing an interest to the Anthrax Vaccination
Immunization Program (AVIP), and allowing me the opportunity 1o speak about my experiences
of adverse reactions to the Anthrax vaccination, and problems seeking medical care I have
incurred as a civilian. My name is Randi Martin, and I am a civil service technician at the 110th
Fighter Wing Air National Guard Base located in Battle Creek, MI. 1 received my first Anthrax
injection on September 18, 1998 for a volunteer overseas deployment which was scheduled to
deploy on November 11, 1998. The second injection was administered on October 2nd, and the
third on October 16th, According to my shot record, all injections were from lot FAV030.

During this time frame, our base was preparing for an Operational Readiness Inspection. which
was scheduled for October 17-23, 1998. 1 felt tired, sluggish and slow during this time frame,
but, associated it to the numercus hours of overtime, and stress that comes with any inspection
with the military. On Qctober 18th, two days after the 3rd injection, during one of our condition
“blacks” (full MOPP gear), [ was under the mask for about ten minutes, 1 started to feel light
headed and dizzy as I was sitting on a stool, and dropped to my knees. One of my supervisors,
MSGT Tom Starkweather, took off my mask so [ could get air. One of the inspectors saw the
situation, and took me outside for fresh air. He wanted me to stay outside for ten minutes, |
didn’t know what was the matter, as [ have never had to take off my mask during any exercises
because | couldn’t breathe, or for any other reason. I felt like I was just being a wimp, so joining
the rest of the group in the exercise was my first and foremost concern. I joined the group earlier
than advised, and just kept telling myself to “suck it up, and drive on™. T feel this was a very
important point 1o make, considering that I have never had a problem with any MOPP exercises,
and this particalar problem actually made me have to take off my gas mask.

On March 14th, 1999, 1 received my fourth injection. The lot number [ received is yet to be
determined. My official shot record states that I received Jot FAV0306. (See attachment A)
When I questioned our clinic and my commander, Maj Dvorak, I was informed that there was an
administrative error, and that 1 actually received lot FAV036. The next couple of days after. my
injection, I felt sluggish, tired and a little disorientated, however considered that to be normal.

On March 17th, 1 realized this was no longer normal. 1 was so tired I could not get out of bed.
My days for the next week consisted of numerous hours of sleeping. 1 was awakened only to ear.
The following two weeks, [ attempted going 1o work a couple of times, but lasted only for a
couple of hours each day, and then had to leave. The reasons were I was too tired, my head felt
like it was going to explode, my abdominal cramping had me doubled over, or [ was just too
disorientated. I began to notice that my memory seemed to be getting worse, as | could not
remember passwords to programs that I use everyday at my work.

(n March 31st, I went to the emergency room with the complaints of abdominal cramping; my
body was running hot and cold in temp €, a severe headache, shortness of breath and feefing
nauseated, ¥ told the doctor I felt it was a reaction to the Anthrax vaccination. The doctor
inquired why I was not at a military hospital, as they did not know anything about the anthrax
vaccination. I informed him of our situation at our base which is that we have no full time

dical physician available. In his willingness to help, he looked through their immunization
pamphlets, but could find nothing on the anthrax vaccination. This is the second time on the




169

civilian side I have run into this situation. He called counterparts, and they did not know anything
about the immunization. He called Poison Control Center who did not know what to do,
however gave him the number to the CDC. He then called CDC only to get the answering
machine. He left a message, and told me to go home and he would call me when he had an
answer. [ left the emergency room with no answers, but had a prescription for Motrin. While
waiting for a call from the hospital at home, I was having a conversation with my father. I could
not complete sentences without having to stop and gasp for air. I was so winded, I literally felt as
though I was going to pass out. The hospital called me in about an hour with a number the CDC
told them to give to me. I called the number but did not catch where I called. I was talking to a
woman by the name of Kathy who seemed very nice, and wanted to know what my symptoms
were. When [ started stating them, she interrupted me to say that some of the reactions had not
previously been reported as adverse reactions from the vaccine, so she was not going to report
some of my symptoms as being any type of adverse reaction. Her response was I must have
caught a virus, because symptoms associated with the Anthrax vaccine lasts 2-3 days, not 2
weeks. [ told Kathy of my situation that doctors were not aware of the Anthrax vaccination, and
did not know what to do for me. Kathy’s response was, “They haven’t heard of the Anthrax
Vaccine? You must live in a small town? Don’t they watch T.V.?” I asked where I called, and
she told me the Department of Defense. It then became clear to me how the Department of
Defense can claim there are few adverse reactions associated with the vaccine. How can you
begin a trend of adverse reactions, when the Department of Defense states they will not report
them? I received a call from TSGT Dave Churchill on March 31st. Our vice wing commander,
Col. Seidel, just heard word of our situation. He wanted a report on what happened from the
time of injection up to now, (March 31st), of events that took place with our chain of command
and medical facility. (See attachment B)

On April 2nd, Col. Seidel called a meeting with the individuals from the group who received the
fourth injection. I was off sick that day, but came in for the meeting. It was discussed during this
meeting that actions were taking place to get us down to Wright Patterson Air Force Base,
located in Ohio, the closest military hospital. There seemed to be a lot of legality issues
considering we were civilians and this was a military issue. Col Seidel stated that the soonest we
were able to get to Wright Patterson to see a military allergist, was April 23rd. However, he was
trying to get us in sooner, as he found this date to be unacceptable.

On April 7th, the first group of four left Battle Creek Air National Guard Base at 7:45 a.m. to
Wright Patterson to see the military allergist. We were to take either sick or annual leave and be
placed on a military non-pay status for our trip. During my examination, the allergist examined
my ears, eyes, nose and throat, felt my abdomen, checked my reflexes and examined my VAERS
report. I received a chest X-ray at my request. I was told I was fine. During this time, the
allergist was made aware of my symptoms. (See attachment B) As the allergist from Wright
Patterson was looking through my medical record, he noticed I was in a car accident in 1994, had
a concussion and experienced a headache as a result. His interpretation of my continuous
headaches was associated back from four years ago. When I was twelve, I stood up to fast, and
experienced a dizzy spell, which per his interpretation, explains why thirteen years later ] am
having balance problems. The allergist stated in my medical record that I had a local reaction, and
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to follow up with my civilian doctor. Subsequently, two civilian physicians that I have seen so far
know nothing about the vaccination.

We returned to our base as 11:30 p.m,, still with many questions and no answers. [ came into
work the following day at 9:00 a.m. for a couple of hours and then had to leave early, still sick.

April 14th in the morning, I was feeling very ill. I had abdominal cramping, a headache and was
feeling extremely nauseous. I went in at 8:00 a.m. to inform Maj Dvorak, that I was leaving ill.
Her response was that I needed to watch my sick leave as I was in the hole. My sick leave
available balance seemed to be the only concern, even though I previously made her aware of
problems I was experiencing from the vaccination. (See attachment C) I finished the week of
work with help from motrin, ibuprofen and vivarin.

My position at work requires you to be multitasked orientated. Since coming back to work, I am
unable to accomplish this. I can now only do one task at a time, as it takes every bit of
concentration to focus on just the task at hand. One month after the injection, I am still having
continuous headaches which medication no longer has any effect on. I am still having abdominai
cramping. I am still feeling nauseous. I am experiencing memory problems. 1am continuously
tired. I cannot walk up a flight of stairs without becoming winded. My joints are achy when
they’re bent for longer than a couple of minutes. I have extreme lower back pains, and just
recently developed back spasms. I do a lot of typing at my job. Normally, I can type 75 words
per minute. If1 type more than five minutes, I find myself needing to stop, as all my of my fingers
seem to tighten. Iam only 25, and this should not be happening.

1 was off work for nearly a month with the only explanation being I have caught a mysterious
virus that no one can explain, or yet detect. There previously had been no follow up by our clinic
with any of the personnel receiving this anthrax injection during the first three injections. After
the complaints started after the fourth injection, most individuals were given an appointment to -
see our medical liaison. Our base does not have a full time physician, so, we had to wait until drifl
weekend which was scheduled April 10-11 to see them. I however, never received an
appointment for this nature. 1 was on antibiotics at the time I received my fourth injection, and
was never asked if I was on any type of medication or antibiotics. A VAERS form was never
shown to us or offered. I found my own VAERS form on the Internet and filled it out myself and
sent it forward. I never even knew a VAERS form existed, and I’ve been in the military eight
years. I've recently learned that our base was never aware of a VAERS form due to the fact that
it is not a military form. ~

The lack of knowledge and concemn for a mandated program that has been displayed by the “key
personnel” has been completely appalling. (See attachment D) The medical treatment that was
given down at Wright Patterson to myself was nothing short of get her in, and get her out. The
Department of Defense’s response of not reporting some of my reactions I find very troubling,
Due to the fact that Kathy at the Department of Defense interrupted me, [ never even finished
stating all of my symptoms.
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T have found the situation I am in puzzling that consideration on what to do if a Technician or
Guardsman becomes sick was never taken. This seems like an important step missing considering
it is now mandatory for military personnel, active duty or civilian.

There seems to be no answers to my guestions on why I am feeling the way I am feeling. The
only responses are the vaccine is safe, it has been routinely used for thirty years. and will protect
me in bio warfare. My concerns from this vaccination are legitimate concems.

1. How come there have been no studies to find out if this vaccination causes cancer, has any
long-term health effects, or causes infertility? Shouldn’t thirty years be a long enough time to
answer these questions?

2. Ifreactions get worse after each injection, with what I’ve experienced on the 4th injection,
what am I going to experience on the fifth injection? The sixth? Annual boosters?

3. Why are my symptoms being categorized as local, which consists only of swelling from the
elbow to the shoulder, and a sore arm, when there is clearly more reactions involved? How
many other soldier’s reactions are being classified lower than what they really are?

There are too many unanswered questions associated with this program, and there are too many
vague responses.

The research I have done in this past month makes me wish I had done so beforehand. I am
neither a medical physician, nor a scientist; however, I feel I am the most qualified to know what
my body is experiencing. I know what my health is now as opposed to where it was before I
started taking the Anthrax injections. There is a mass difference, and there is something wrong.
The bottom line is that the way I am feeling now is at the hands of the Anthrax Vaccine
Immunization Program.
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Mr. SHAYS. Thank you very much. That is a very powerful state-
ment. And I am sorry for what you have encountered. At least in-
formation should be available to you.

Ms. Groll.

Ms. GrROLL. Mr. Chairman and members of the committee, I sin-
cerely thank you for your interest in the anthrax vaccine immuni-
zation program and for allowing me to testify today on the effects
and obstacles I have faced since starting this vaccine program.
Please note that any opinions I express are my own and in no way
reflect the opinions of the Michigan Air National Guard or those
of my superior officers.

I am currently a technical sergeant in a civil service GS—-9 man-
agement and systems analysis, assigned to the 110th Logistics
Squadron, Battle Creek, MI. I received my first of the anthrax se-
ries on September 18th in preparation for a possible voluntary de-
ployment to Qatar. The deployment was voluntary, and the vaccine
was a prerequisite to the deployment. I acted on blind faith in the
Department of Defense, my superiors, and trusted in the individ-
uals I felt qualified to administer the vaccine.

Following the first two shots of the series, I noticed I was ex-
tremely fatigued and nauseous; however, during the same period of
time I was working numerous hours in preparation for an upcom-
ing operational readiness inspection. I attributed the symptoms to
the extra hours and stress, not to the vaccine.

On October 16th, I receive No. 3 of the inoculation series. Coinci-
dentally, this inoculation coincided with the beginning of the ORI.
The third inoculation not only enhanced the same symptoms, but
I also noticed I was becoming increasingly short-tempered, emo-
tional, nauseous, experienced loss of appetite, and achy joints. Once
again I attributed this to the stress and the long hours of our in-
spection.

For the following month, my health continued to become progres-
sively worse, until finally I sought medical attention on November
12. I was then placed on antibiotics and antidepressants for chronic
fatigue.

On March 14, I was notified that our clinic was waiting for our
group to report to the clinic for our fourth anthrax vaccination.
Upon our arrival at the clinic, the medical personnel were quite
agitated and appeared unorganized. For the first time, I felt appre-
hensive about receiving this or any other vaccine. We questioned
the medical staff as to why we were receiving our shot early. We
were told that it was OK as long as we received it within a 24-hour
window.

We were given our inoculation and sent to the holding area.
While waiting to be released, I noticed that my shot record indi-
cated the date of inoculations as March 16th. This was March 14th.
I compared my records with the other individuals present and
theirs also reflected the 16th.

Sergeant Martin questioned Major Jermeay on why the date read
the 16th. He appeared upset, collected our shot records, and dis-
appeared. When he returned with our shot records, the dates had
been changed to reflect the date of inoculation as March 15th. It
is still the 14th.
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We once again questioned him on this, and we were told the date
was within the 24-hour period recommended by DOD so that it was
OK. My shot records also indicate that I have received all four lots
from lot FAV030, which would indicate that my final inoculation to
be from an expired vaccine.

Mr. SHAYS. Excuse me a minute.

[Pause in testimony while chairman confers.]

Ms. GroLL. That evening I started to feel ill: chills, fever, and
nausea. My symptoms increased over the next few days to include
headache, dizziness, diarrhea, and abdominal pain. On Wednesday,
March 17, as non-commissioned officer in charge of the base honor
guard, I was rendering services—honors at a memorial service for
a former member of the U.S. Air Force. During the memorial serv-
ice, I developed tremors and dizziness. I went home immediately
following the services. The next few days were again spent in bed.

By Friday, March 19, my symptoms had increased to include
shortness of breath. Once again I sought medical attention. During
the medical evaluation, I stated that I had received my fourth an-
thrax inoculation on Sunday, March 14th. My physician imme-
diately ordered blood work, urinalysis and referred me to an infec-
tious disease and pulmonary specialist. Upon consultation with
him, he in turn referred me to neurologist for my tremors and ad-
vised me that I was having an adverse reaction to the vaccine and
that I needed to inform my supervisors so they could complete the
necessary paperwork. He also advised me not to have any further
vaccinations.

Later that day I informed my supervisor, the first link in my
chain of command, what I had been told by my doctor. He in turn
passed it up the chain. The following day, March 24th, I received
a phone call at home from my supervisor stating the information
had been passed along to the chief of supply, the Group com-
mander, and also to the senior medical technician. He further re-
quested that I call senior master sergeant Keller as he indicated
that she was confused as to why the clinic would need to complete
forms, the VAERS forms.

He further stated that I should not have to use my civilian leave
for this illness since it was related to the military and that the clin-
ic, in his opinion, should be completing a line-of-duty investigation.

He also informed me that he had discussed the situation with
Lieutenant Colonel Allen and that he would have our squadron
commander, Major Karen Dvorak, research the issue once she re-
turned from Texas on March 30th.

I feel it is important to recognize at this time that we as a group
were placed on annual training order for each of our inoculations
with the exception of the fourth inoculation, which we were in unit
training assembly status. We were told originally that we needed
to be on military status to receive the vaccine. This is in case we
had an adverse reaction

Mr. SHAYS. Let me say that you are trying to accommodate us
by reading fairly quickly, and so I realize that you—you can slow
down just a spec, but it is very interesting testimony.

Ms. GroOLL. Thank you, sir.
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We were told that we needed to be in military status to receive
the anthrax vaccine. In case we had an adverse reaction to the in-
oculation, the military would be responsible for our medical care.

On April 7, I was scheduled for a 1 o’clock appointment with
Colonel Dr. Garramone from Wright Pat Air Force Base. Dr.
Garramone questioned me thoroughly concerning my symptoms
and performed what I thought to be a thorough examination, in-
cluding a pulmonary exam. I feel it is important to note that out
of the 11 individuals that were examined by the medical personnel
at Wright Patterson Air Force Base, I was the only one Colonel
Garramone examined.

Colonel Garramone recommended that I be examined by a neu-
rologist and personally escorted me to the neurology clinic. How-
ever, they were unable to see me until the next day at 8 a.m. Colo-
nel Garramone then telephoned Battle Creek at 2 p.m. and talked
with Lieutenant Colonel Barker, support group commander, re-
questing that I be allowed to remain until the following day to be
examined by the neurologist and to have further blood and urinal-
ysis work completed.

By 4:45 p.m., the others had completed their examinations and
their laboratory work. However, we were still waiting for a decision
from Battle Creek on if we could stay for further testing the fol-
lowing morning. It was inevitable that—obvious, that supervision
could not make that decision.

Between 4:45 and 5:15, Colonel Garramone made the decision
that he was going to send us home. He prescribed a pain medica-
tion and completed an Air Force form, form 422, a physical profile,
indicating that I had a possible neurological reaction to the anthrax
vaccine and to also rule out fibromyalgia.

He talked further with Colonel Seidel and informed him, since he
was sending us home, that I needed to be followed up with a mili-
tary neurologist. We arrived home in Battle Creek at 11:30 that
night very exhausted. It was very apparent that very little prepara-
tion had gone into preparing us for this trip.

The remaining few weeks since my fourth inoculation had con-
sisted of several more doctor visits, all civilian, and numerous diag-
nostic tests being performed. As of this writing, I have worked 19
hours since March 17th, 1999, and have used close to 400 hours of
my civilian leave overall due to what I feel is due to the anthrax
vaccination.

I am still suffering chronic fatigue, shortness of breath, memory
loss, weight loss, mood swings, abdominal pain, occasional nausea,
and diarrhea, and tremors in my right arm.

Today, I have not been notified of if or when I will be scheduled
up for the followup with a military neurologist that was rec-
ommended on April 7th by Colonel Garramone at Wright Pat.

I am not, and would never profess to be, a qualified medical pro-
fessional; however, I do feel as though I am in touch with my own
body and I know that something is wrong. I have taken my career
seriously, devoting 14 years of my life playing a role in the defense
of our great Nation. Throughout my tenure with the 110th Fighter
Wing, I have always been amongst the first to volunteer to support
the mission, always challenged myself to go above and beyond what
is required of my position.
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Unceasingly devoting numerous hours to the base honor guard
and to other community service events. However, the events of the
past few weeks have tarnished my faith in my unit and in the De-
partment of Defense. I feel as though I have been misinformed and
betrayed by the same country I seek to defend.

It is my impression through my own research that the anthrax
vaccination immunization program belongs to and the success lies
with the line commanders, yet, whenever a question has been ad-
dressed to our commander, they have repeatedly gone unanswered.
Furthermore, I find it extremely disheartening that the only supe-
rior officer within my unit who has shown any concern for us what-
soever has been Colonel Roger Seidel. The response, lack of knowl-
edge, and inaccurate recordkeeping from the medical squadron has
been deplorable.

I consider trust, integrity, and accountability to be a vital link
between all leadership and employees. Is it possible that leadership
is not taking an active role in these three values? Is it possible that
this is why service men and women are choosing to defy a lawful
order and not to be inoculated with the anthrax vaccine?

I personally was very hesitant to testify in this hearing today for
fear of reprisal. It is only through the encouragement of my family
and friends that I was convinced that I need to come forward with
my experiences. The reality is that numerous individuals are be-
coming ill following the anthrax vaccine. Numerous individuals are
afraid to come forward for fear of reprisal, loss of income, inability
to support their families.

It is for my fellow members of the services that I testify before
you today. I pray that others will also have the strength now to
come forward.

I again thank you for the honor and privilege of testifying before
you today. I ask that the subcommittee seriously considers as a
minimum, a moratorium on the anthrax vaccination program until
all questions concerning safety and health of our service men and
women are answered.

Thank you.

[The prepared statement of Ms. Groll follows:]
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Mr. Chairman and members of the committee, I sincerely thank you for your interest in the Anthrax Vaccine Immunization
Program and for allowing me to testify to you today on the effects and obstacles I have faced since I have started the vaccine
program. Pleasc note that any opinions I express are my own and in no way reflect the opinions of the Michigan Air National
Guard or those of my superior officers.

1 am currently a Technical Sergeant and a civil service GS-9, Management and Systems Analysis assigned to the 110th Logistics
Squndmn,BaMeCredngchlngmmvedmyﬁ:soﬂhemthmxmmﬂlel&h September in preparation for a possible
to Qatar. The depl was voluntary and the vaccine was a prereqy to the To my knowledge, the
llOthFlgnqughnsyettobcnmﬁednfthemplanmmmdalcfotmsmoaﬂmous Pnortovol\mteamgfadw
deployment 1 had no knowledge of the anthrax vaccine pro or con. I acted on blind faith in the Department of Defense, my
jors and trusted in the individuals I feit were qualified to administer the vaccine. I considered this vaccine as safe as all other-
vaccines that I have received in the line of duty. Following the first two shots of the series I noticed that I was extremely fatiguod
and nauseous. However, dunnglh:slmcpmodofumelw-wu'kmgmm'wshmnsefovu'umcmpmpmnonnfm
i lambmadﬂmsesympmﬂoﬂ:ecxmhmnsmdmmmm:mm On
October 16, l9981recavedn\mbﬂ30fthc lation series. Coingi this incided with the start of our
OR. P ion. The third i i not only enhanced the seme sy but I also noticed that { was
i ly short d, d loss of appetite, and achy joints. Once again, 1 attributed
dusmthcsnusmdlonghomofmn'mspecumFardtefoﬂowmgmth,myhealthmhnucd'obeoomepromvelywoxse
until I finally sought medical sttention on November 12, 1998. During my first visit I was placed on antibiotics for bronchitis and
had blood drawn for possible thyroid problems. During my follow up visit the following week, my test had returned negative to
thyroid problems. At this time my physician and I discussed other possibilities including the possibility of Chronic Fatigue
Syndrome. Being that [ was also a smoker with a chronic cough we (my physician and I) decided upon a treatment of Weltbutrin,
She felt it would serve two causes: one assists me to quit smoking, two it is an antidepressant used to treat Chronic Fatigue,
During the following two weeks my symptoms appeared to decreasc however 1 developed an allergic reaction to the
antidepressant Wellbutrin and was placed on Prozac. The following month my nausea, and cough subsided however I was still
fatigued, experiencing achy joints and moodiness.

On March 14, 1999 at approximately 3:15 p.m., I was notified by our acting commander that the clinic was waiting for our group
1o report to the clinic for our 4th anthrax vaccine. Upon our arrival at the clinic the medical personnel were quite agitated and
appeared unorganized, For the first time I felt apprehensive about receiving this or any other vaccine. We questioned the medical
staff as to why we were receiving our shot early. We were told that it was ok es long as we received it within s 24-hour window.

1of4 772699 2:21 PM
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One of the individuals in front of me, the nurse sctually had the needle up to his arm when MAJ Jermeay yelled "don't inject him™
he’s not due untif Fridsy, We were then ali put into a "holding pattern® while MAJ Jermeay instructed the medical staff not i
inject snyone else until he personally approved the injection. The others and miyself were then given our inoculations and sent to
the hoiding arca. While waiting to be released I noticed that my shot record indicated the date of inoculation as 16 March 99, as
opposed to 14 March 99. T compared my records with the other individuals present and there's also reflected the 16th. SSG
Martin questioned MAJ Jermeay on why the date read the 16th. He appeared upset collected our shot records and

When he returned with our shot records, the dates had been changed to reflect the date of inoculation as the 15th of March. We
once again questioned him on this and were told that the date was within the 24-hour window so that it was ok. That evening I
started to feel ill, chills, fever, and nauses,

My workweek consists of 4 fen-hour days with Monday being the off day. I stayed home all day and could hardly get out of bed to
take my son to school, Tuesday, March 16, 1999, I weat to work and barely made it through the day, My symptoms had increased
to include headache, dizziness, diarrhes, and slight abdominal pain.

On Wednesday, March 17, 1999 as Non Commissioned Officer In charge of the Base Hovor Guard, I rendered honors st a
memarinlsewieefmaformermbﬁoftheMichigmAirNaﬁonal(xuaxdandUnitedSmAirFm During the service I
developed tremors and dizzi Twent home i istely following the service. The next few days were speat in bed. By Friday,
MamhlS 1999mysympmmshsdmemdmammmmyngmmmmafmlﬁnﬂ!ymm
atteation. During the modical evaluation I stated that T had reccived my4thamhmxmcmxlmmon$unday March 14, 1999, My
physician ordered blood work, urinalysis and reférred me o an i jous disease and pul Upon my

with him on March 23, 1999, he in tum referred me to a neurologist for the tremor. Heﬁxﬂmndwsedmethaﬂwnshwmgm
adverse reaction t the vaccine, and that I seeded to inform my superiors so that they could complete: the necessary paperwork. He
also

advised me not to receive any further shots. Later that day I informed my supervisor (the first link i my chain of commuand) of
what 1 had been told by the dector. He in turn passed it up the chain of comumend. The following day March 24, 1999, Ireccived &
p}xmccallnhmeﬁvmmywmwgmttkmfmmhﬁb&npwddwgw&emdofw the Group
Commander, LTC Thomas Allen and slso 1o the Senior Medical Technician, SMS Kate Keller. He further requested that I call
SMS Keller, as he indicated that she was confused to why the clinic nesded to complete the VAERS forrn. He also mformed me
that they needed to have Randi Martin and myself sign 2 release letter authorizing our doctors to send the clinic their findings on
our ilinesses. We also discussed the issue of leave during this conversation. He further stated that ¥ should not have to use my
leave for this illness since it was related to the military and that the clinic in his opinion should be ccmpleting an LOD- line of
duty.

SMS Watkins also informed me at this time that he had discussed the situation with LTC Allen and that he would have oxt
Squadron Commander, MAT Karen Dvorak rescarch the issue once she returned from Texas on March 30th I feel it's important
to recognize at this time that we as a group were placed on Annual training orders for each inoculation with the exception of the
4th shot which we were in UTA- Unit Trainiog Assembly status. We were told originally that we needed to be in military status to
Teceive the anthrax vaccive. In case we had an adverse resction to the inoculation the military would be responsible for our
medical care, March 25, 1999 I called SMS Keller to inquire what type of documentation if any she may need. T was informed that
she needed me 1o sign 8 medical release form. 1 inquired if tiis was for the LOD and she replied yes and that we would be
scheduled fo see one of our military physicians the next drifl weekend. She also appeared to be unaware of the VAERS form
when questioned.

March 30, 1999, Iwen!wworkfor(heﬁrslumsmceMarchlﬂh, 1999, Wemetwthoursqmdmnwmmxhrnt200pm

We gave her all our information to include medical ires, copies of records indicating the date change
and also that we bad been given an expired vacocine. She questioned us ag to why the medical squadron hadn't initisted a oe of
duty investigation yet.

2of4 WA 221 PM
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March 31, 1999, I was notified by SSG Randi Martin and TSG Dave Churchill that MAJ Dvorek had a meeting with everyone to
conclude her findings. They were as follows:

1. The immunization clinic had made an administrative error in our i ization records that we had not received
FAV 030, but had actually received FAV 036. We were all instructed to turn in our records so that the clinic could
correct this error,

2. We were to all complete the VAERS form and turn into SMS Keller for placement in our medical records.
3. Get any lab results from our civilian physicians and turn those into SMS Keller.
4. Sign a medical release form; give this in turn to SMS Keller.

It was relayed to me that it was made apparent by MAJ Dvorak that concern for our health or providing us any assistance was no
longer the issue. I found this to not only be disturbing but totally unacceptable. TSG Churchill and mysclf scheduled a 5:00 pm
meeting with COL Roger Siedel, Vice Wing Commander. During the meeting with COL Siedel he was very concerned and
distraught over the events that had transpired following Drill weekend. The impression was that he was unaware of many of our
concems. He assured us that our concemns were his top priority and would investigate what was ‘happening.

On Friday, April 2, 1999, COL Siedel cailed & meeting with the individuals that had received their 4th inoculation. Several of us
were still off work but attended anyway. The meeting consisted of COL Siedel, Vice Wing Commander, MAJ Dvorak, Logistics
dron Ci der, MAJ Donna Kowalski, 110 FW/Comptroll , SMS Keller, MSG Mary Moross, Medical squadron, and
CPT Alice Neidergall, 110FW/JAG. During the meeting COL Siedel expressed his main concern was our health. He had put the
above team together to determine the legality issues regarding technician versus military status, financial issues, etc. He continued
to state that SMS Keller was working the issue of having us be seen by a military allergist at Wright Patierson Air Force Base.
The first possible date they had open was April 23, 1999; they were nevertheless working all angles to have us examined earlier.
He further stated that at this time they unfortunately would have to send us in an active duty non pay status. Monday April 5, 1999
Ireceived a call at home from MAJ Dvorak. She stated that the clinic was able to secure 4 appointments on Wednesday, April 7,
1999 with the allergist from WPAFB for TSG Dave Churchill, SSG Randi Martin, SMS Harold Stewart and myself. She further
informed me that MSG John Zink would be driving us down in a military vehicle. I asked her several questions regarding what
status we were going to be traveling in, also would we be spending the night, who were we going to be seeing etc. She was short
with me stating that I would find out these answers when I arrived at the base in the morning and to be there at 7:30 am. Upon
arrival at the base the following morning, we were all instructed to sign out our shot records from SMS Keller. I asked SMS
Keller what was to transpire throughout the day. She provided me with an appointment letter and stated that MSG Zink would
provide the answers to any questions we might have on the way to Wright Paiterson. We departed Battle Creek at 7:45 am. and
arrived at Wright Patterson AFB, at 12:45 p.m. 1 was scheduled for a 1:00 p.. appointment with Dr. (COL) Garramone. Dr”
ioned th i and perf what 1 thought to be a thorough examination,

at

Garramone me my P
including & pulmonary exam. I fecl it's important to note that out of the 11 individuals that were ined by medical p

Wright Patterson AFB, was the only one COL Garramone examined. COL Garramone recommended that I be examined bya
neurologist and personally escorted me to the Neurology clinic. However, due to their heavy schedule that day, they were unable
to sce me until the next day at 8:00 am. COL Garramone then phoned Battle Creek at 2:00 p.m. and talked with LTC James
Barker, Support Group Commander, requesting that I be allowed to remain until the following day to be examined by the
neurologist and to have further blood and urinalysis work completed. By 4:00 p.m. we had still not received an answer from
Battle Creek on if we were to retum to the base or stay etc. By 4:45 p.m. the others had ali completed their examinations and
laboratory work however we were all waiting for a decision from Battle Creek on if we were to return home. The intention of the
110 Fighter Wing was for the other individuals to return home after placing me in a hotel. Furthermore, the only information
provided was that MSG Zink was to place me in & hotel. There were no answers as to what I would use for transportation,
availability of meals etc. At this point due to the severity of my illness and pure ion of my superiors incapacity to make a
decision I started to cry. Between 4:45 p.m. and 5:15 p.m. COL Garramone made the decision that he was going to send me
home. He prescribed a pain medication and completed an AF Form 422, physical profile indicating a possible acurologic reaction
to anthrax vaccine and to also rule out fibromyalgia. He talked further with COL Seidel and informed him of his decision to send
us all home and instructed him that I needed to be followed up with a neurologist possibly an IMA doctor that attends drills at the
110 Fighter Wing Clinic. We departed Wright Patterson AFB, OH at 5:30 p.m. and arrived in Battle Creek at 11:30 p.m. very
exhausted. It was apparent that very little preparation had gone into this trip. The following two days I remained at home
recovering. On Friday April 9, 1999, I received a call from my supervisor. He stated that even though I was on a physician's
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excuse that I needed to attend drill on Saturday April 9, 1999 because I was due a periodic physical, and once it was complete 1

would be able to return home. Reported to the base clinic at 8:00 am. April 9, 1999 for my physical. The military physicians

performedacompletephymc&l,mdedallofmyrecmtsymplnmsmdthmrelnwdmcuq)pmmtely101)01n1mﬂm

evening my husband took me to the emergency room due to severe abdominal and back pain, dizziness and headaches. After 7

hours and numerous tests I was retumed home with more tests and follow-ups scheduled, Once again received another diagnosis

mmymysta:yﬂlnm Itmmyatpmmcethaﬁhaewagmﬂlmkoﬂmowledgeatmmmﬂmmmdwnhsevualmv:hn
in our area the anthrax vaccine.

The remaining few weeks consisted of more doctor visits and di ic tests being perfc As of this writing [
‘have worked 9 hours since March 17, 1999 and have used close to 400 hours of leave overall due 1o illness sinoe October 1998. I
am still suffering from chronic fatigue, shortness of breath, memory loss, weight loss, mood swings, abdomrinal pain, and
occasional nausez and diarrhea. To date 1 have not been notified if or when I will be scheduled for a follow-up with a military
neurologist that was recommended on April 7, 1999 by COL Garramone. On April 22. 1999 we received a letter conoeming Line
of Duty paperwork instructing us to complete ASAP.  find it totally appalling and unacceptabie that over a month hes past since
our sympioms were first reported and this paperwork has just been started. [ am not and would never profess to be a qualified
medical individual however; I do feel as though I am in touch with my body and when something is not right. Since I have been
receiving the anthrax vaccinations my system 1s rebelling against something and I have become seriously ill.

Tve taken my career seriously devoting 14 years of my life playing a role in the defense of our great nation. mem
with the 110th Fighter Wing I have always been amongst of the first to volunteer in support of the mission, always

myself to go above and beyond what is required of my position. Unceasingly devoting numerous hours to the Base Honor Gaard
and to other community service events. However, the events of the past few weeks have tamished faith in my unit, and the
DcpmmtofDefense 1 feel as though I have been misinformed and betrayed by the same country I seek to defend. It is my
irnpression through my own research that the Anthrax Vaccination Immunizstion Program belongs to and the success lies with the
Line Commanders. Yet,whenzvcraqumonhasbem dd d to our C they have rep

Furth 1find it that!heunlysupmoroﬁicawxﬂ)mmn'\mxtthathasdmwnooncmhsbemCOL
Rogeerede] The response, lack of knowledge, and insccurate record keeping from the Medical Squadron has been a disgrace. 1
consider trust, integrity, and accountability to be & vital link between all leadership and employees. Is it possible that leadership is
not taking an active role in these three values? Is it possible that this is why servicemen and wotnen are choosing to defy a lawful
order and ot to be inoculated with the anthrax vaccine? I was personally very hesitant to testify in this hearing for fear of reprisai.
Itwnsonlymmughth:mcoungemmloffm!yandﬁlmdsthmlwnsoonvmwdlha!]neededtomﬁ!wudwnhmy
experiences. The reality is that are becoming ill foflowing the anthrax vaccine, numerous individuals arc
afraid to come forward for fear of reprisal, lofmoomcmddxeabﬂxtymsupponthmrfmhes It is for my fellow servicemen
and women thet T testify before you today. I pray that others will also have the strength to come forward,

Iagsmthankyouforﬂwhmmdpnvﬂegeofmfymgbefomyouloday Iaﬂ(th:Subcanmmnescnaulymdusnﬂn
minimum e moratorium on the Anthrax V: ion Program until all q the safety and health of
our servicemen and women are answered.
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Mr. SHAYS. Thank you, Ms. Groll.

Let me just comment on both the testimonies we have heard. We
could make an assumption that you are typical of many others that
are suffering, or we could make an assumption that you are the ex-
ception to the rule. But in either case, you are, once you agree to
take on the mission, required by your Government to take these
vaccines.

Ms. GrRoLL. Correct.

Mr. SHAYS. This is really a message that we will convey to the
DOD, you need to be assured that every need that you have is ad-
dressed and that if, in fact, like the statistics say, there will be
some who will suffer. A vast majority won’t, if the statistics are
right. And you tend to be the very few under their view that are
suffering. You shouldn’t go under this kind of experience. You
should be—your every concern should be addressed.

And I apologize that it hasn’t been as a member of the Govern-
ment.

Ms. MARTIN-ALLAIRE. May I add something?

Mr. SHAYS. You may add something and then we will get to Mr.
Churchill. Yes. Why don’t you put the microphone right next to
you.

Ms. MARTIN-ALLAIRE. I just wanted to add, being as how you
were talking about numbers, that there were 12 at our base that
got this injection, starting back on September 18th, and out of the
12, there were 9 of them that had very bad, adverse reactions.

Mr. SHAYS. That is very helpful to know. Thank you.

Mr. Churchill.

Mr. CHURCHILL. Mr. Chairman and subcommittee members,
thank you for allowing me to testify today. I am here today under
my first amendment right, and this testimony does not reflect any-
glingdagainst the U.S. Air Force and the Michigan Air National

uard.

I work for the Michigan Air National Guard as a civil service
technician. I am a technical sergeant for the Air National Guard
and also I have served on active duty my first 3 years of service.
I have served in the U.S. Air Force in some capacity for the past
17 years this December.

I have volunteered for numerous trips, including Southern Watch
both in 1994 and 1996, and I volunteered for this trip that we were
talking about to Qatar last November. As a prerequisite for this
Qatar trip, 10 other civil service technicians along with two tradi-
tional Guardsmen were required to receive several anthrax vac-
cinations before we were allowed to go, the same vaccinations
which brings me here today to testify about.

I would now like to testify before you about the medical complica-
tions that I have experienced, complications that I believe are di-
rectly attributed to the anthrax vaccination that I received. Mr.
Chairman and subcommittee members, we have no full-time med-
ical doctors at our unit. This being the case, we had to turn to the
civilian medical community.

A little background on me. I have studied karate for quite a few
years and I am an avid speed walker and do numerous activities
to stay in shape. However, I have noticed since I received my
fourth injection on March 14 that, when I went to my karate class,
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I have no stamina. I just thought I was out of shape. I spent the
next 2 days after I did my class, which is a 2-hour karate class,
trying to recuperate.

Anything as far as sitting for a period of time, then standing, my
legs ache, my joints in my hips, knees, and ankles crack and snap.
I have a pain in my lower back, which comes and goes, I have
found blisters inside my mouth. The last one I wasn’t sure what
it was. So I pinched it with my fingers and filled my hand with
blood.

I have little red bumps all over my body, mostly concentrating
on my torso. My skin will turn red and hot at any time, but then
I will get chills. My hands and feet sweat excessively, and I have
a tightness in my chest that comes and goes. My hands have little
bumps under the skin, and the skin around my fingers is peeling
off, including the palms of my hands. I have been having sinus
troubles with a lot of drainage in the morning, sometimes with a
blood-like mixture. And I have and continue to experience memory
loss, irritability, and shortness of attention span and abdominal
cramping.

I am not tolerable of the cold weather. My hands and fingers
hurt extremely when they are cold. I have also found that my skin
sunburns now under very little exposure.

On about March 27th, I received a medical questionnaire from
Dr. Meryl Nass and it raised concerns. I was told from Dr. Nass
about the vaccination adverse events recording system forms on the
Internet. She suggested that I fill it out immediately and fax it to
the CDC. I then scheduled myself for an appointment to find out
if these things I was feeling could have anything to do with the
fourth injection.

On March 29th, I went to my physician for an answer to my
symptoms. The doctor’s words were, it is not anthrax, you would
be incapacitated and on the floor. We know nothing about this vac-
cine. The military gave you the shot, the military needs to find out
what is wrong with you.

March 31st we had a meeting with our squadron commander,
Major Dvorak. We were told that it was impossible for a line-of-
duty orders without a physician’s recommendation. And concerns of
the lot number and the dates were addressed as administrative er-
rors. The shot records would be collected, and the right information
would be annotated on the shot records. Along with the shot
records, the other major concern was that those individuals that
were being treated by civilian doctors would have to sign a med-
ical-release form for the clinic so that they could obtain the infor-
mation that the civilian doctors had accumulated.

With no concern of personal health being taken, I was stunned
at what I was being told. I decided to become proactive, and started
calling as many people as I could to see who would be interested
in helping us. I could not believe this many people were sick with
no concern being displayed to the well-being, other than fixing ad-
ministrative errors.

At 3 o’clock on that same day, I sent an email to Senator Carl
Levin’s office and House Representative Nick Smith with concerns
of individual health and care for our unit. At 5 o’clock, Tech Ser-
geant Groll and I met with Colonel Seidel, the vice commander,
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and discussed the following issues: No. 1 was the people and their
health; No. 2 was the clinic; and No. 3 was the commander’s con-
cern.

On April 6th, I was informed that Martin, Groll, Stewart, and
myself would be going to Wright Patterson Air Force Base on the
7th to see an allergist. We were to make sure that we turned in
a copy of the VAERS form to the clinic before we left so that they
could input the information into the military immunization track-
ing system. When we arrived at—when we arrived, we checked into
the allergy department.

The doctor looked over my VAERS and took down my symptoms.
He then checked me out pretty thoroughly and asked me if I had
been near any animals in Qatar. He then told me he was going to
order my blood drawn, a urinalysis, and a chest x ray. I was told
after review of my blood, urinalysis, and chest x rays that I was
OK.

On April 13th, Tech Sergeant LaMore and Staff Sergeant Frank
went to Wright Patterson also. The doctor told Tech Sergeant
LaMore and stated in his medical record that he was having a sys-
temic reaction. The doctor recommended after the next injection, if
the same symptoms occur, to cease the rest of the series. Tech Ser-
geant LaMore has been the only person diagnosed with the sys-
temic reaction although he had the same symptoms as the rest of
the individuals involved.

Some individuals, in fact, had worse reactions.

We are told people at high levels of the Guard that they are
working on issues such as us using our civilian and technician sick
and annual leave, our insurance payments, to include some high-
cost prescriptions that my insurance does not pay for. There are a
number of us that are getting our blood taken to have it sent for
testing for squalene.

I hope these symptoms can be diagnosed and treated. These
symptoms because I do not know if they are short-term, long-term,
or treatable. Will they affect any of my future children? Or will
they affect any of my family members?

In talking to Lori Greenleaf and Meryl Nass and others that
have much more time and sources in this, they tell me there is a
cure for the way that I feel. I cannot believe that I have received
more information from people that have no interest in me other
than the concern for another human being. This is appalling to me,
considering my 17-year commitment to the U.S. Air Force and the
Air National Guard.

I have taken more sick leave from work in the past 4 months
than I have over the last 3 years. This statement is very true for
just about all of the individuals involved in this situation. I ask
that you please keep pursuing the truth into this vaccination. The
information is there. There are just too many questions that no-
body can answer at this time.

I again thank you, Mr. Chairman, subcommittee members. I will
accept any questions at the end of this testimony.

[The prepared statement of Mr. Churchill follows:]
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Mr. Chairman and Sub-committee members thank you for sllowing me to testify today. I am here today under my first amendment
right and this testimony does not reflect anything against the United States Air Force or the Michigan Air National Guard. I work
for the Michigan Air National Guard as a Civil Service Technician (CST), T am & Technical Sergeant for the Air National Guard
and have also served on Active duty my first three years of service. I have served in the United States Air Force in some capacity
for seventeen years this December. 1 have volunteered for numerous trips. I went to support Southern Watch both in 1994 and
1996 and I was selected for  trip to Qatar last November to perform maintenance on vehicles that had been left there from Desert
Storm and Desert Shield cpcralions. As a prerequisite for this Qatar trip, several other CST and I (including my backup, TSG
Groll) were required o receive several Anthrax vaccinations. The same vaccination which brings me here today, to testify about. 1
held no reservations about these injections as I have received many other m]ecnons dunng the span of my career. I would now
like to testify before you about the medical ications that I have i ions that I believe are directly
attributed to the anthrax vaccination that I received. My testimony will also mclude expenenm reported to me by individuals in
my unit who have experience in seeking both a determination of the cause of our illness and treatment for that illness. Mr.
Chairman and Sub-committee members, we have no full time medical doctors at our unit. This being the case, we have had to tum
the civilian medical community.

14 March 1999

After receiving my fourth injection on March 1421 noticed the following symptoms. I study karate, am an avid speed walker, and
do numerous other activities to stay in shape. However, I have noticed since I've began these injections, I can no longer do karate,
as ] have no stamina. ] went to class three weeks ago, and just thought I was out of shape. I spent the next two days trying to
recuperate from a 2-hour karate class. When sitting for a period of time, then sianding, my legs ache, my joints in my hips, knees
and ankies crack and snap. Sometimes the ones in my feet hurt so badly when they crack, it nearly brings me to the ground. I've
got & pain in my lower back, which comes and goes. I’ve found blisters inside my mouth. The last one, I wasn’t sure what it was,
s0 I pinched it with my fingers, and it filled my hand with blood. I have little red bumps all over my body, mastly concentrating on
my torso. My skin will turn red and hot at sny time, but then I will get chills. My hends and foet sweat excessively, and Thave a
tightness in my chest that comes and goes. My hands have little bumps just under the skin. The skin around my fingers is peeling
off. I have been having sinus trouble with a lot of drainage in the mormnings, sometimes with blood like mixture. I have and
continue to experience memory loss, irritability, and shortness of attention span and abdominal cramping. I am not tolerable of the
cold weather. My hands and fingers hurt extremely when they are cold. [ have also found that my skin sun burns now under very
little exposure.
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‘We have received a medical questionnaire from Dr. Meryl Nass and it raised concerns. ] was told from Dr. Nass about the
Vaccination Adverse Events Reaction System (VAERS) forms on the Internet. She suggested that I fill it out immediately and fax
in to the Center of Disease Coatrol (CDC). Ihoseofusmﬂxmedwn]qmonsmﬂwdnbomthcqmsuommﬁunbr Nass. We
then found that there were like symptoms of rashes, headaches, body aches, flu like symptoms, sweating excessively,
uncontroilable shakes, and blood in the urine. I then sch myself for an i to find out if these things I was feeling
could have anything to do with the fourth injection.

went to m ici; foran to m In ription of the thi W

i \ci a 1 the floor, We at
the military needs to find out wha; s wrong with you

30 March

Had a meeting with Maj. Dvorak, our Logistics Squadron C: 1o take down infc ion to research possibilities of a
LmeofDnly@OD)mﬂ«med:calanmnonmdga&umgfmtsfu dividuals having ions to the inati

31 Mareh

Had another mecung with Maj. Dvorak. We were told that it would be impossible for LOD’s without physician’s

and that the of the lot numbers and dates were addressed es administrative errors. The shot records
would be collected, and that the "right information” would be annotated on the shot records. Along with the shot records a major
concern was that those individuals that were being treated by civilian doctors would have to sign medical relesse forms for the
clinic. With no concemn of personal health being taken. Following the chain of command, SSG Martin and myself addressed our
concerns with Lt. Col. Allen, or Logistics Group commander. He mentioned that some of the information he had no knowledge of,
and would address these issues with Col. Heaton. Later that afternoon, I called Col. Allen, and was told that sll issues were being
addressed, and that Maj. Dvorak had told him everything was being handled as far ss the shot records to be corrected of the
"administrative errors”. Col. Allen further stated that Maj. Dvorak would be handling all concerns of this situation, as she had all
the information, and to keep in contact with her. I was stunned st what I was being told. I decided to become proactive and started
calling as many people as I could to see who would be interested in helping us. ] could not believe this many people were sick
with no concem being displayed to their well being, other than fixing administrative errors.

3:00 p.m.

20f6 /2659 221 P
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Sent email to Sen. Carl Levin and House rep Nick Smith with concerns of individual health and care.

4:0C p.m.

Called Col. Seidel, our vice wing commander, to set up meeting with intentions to file a Medical Inspector General complaint on
{ack of medical treatment for the personnel on base.

5:.00 p.m.

TSG Groll and I met with Col. Seidel discussed the following issues, #1. People (health) #2. Clinic #3. Commanders

6:00-8:00 pm.

Phoned most all the individuals with the outcome of the meeting with Col. Seidel to see if they were interested in medical
treatment if or when it becomes available.

LApril

Sent names to Col. Seidel of those interested in medical treatment. Two people had reservations or hesitstion because of reprisat
or retaliation. I was told that Col. Heaton, our wing commander, was notified and that he recommended that all individuals that
had received the forth injection would be scheduled to see the doctors at Wright Patterson Air Force Base. An information team
was built tc research all sources on the probability of these individuals geiting to Wright Patterson.

2 April
Meeting with Col. Seidel, Maj. Kowalski, the financial comptroller, Maj. Dvorak, Cpt. Neidergall, the base JAG, SMS Keller, the

Senior Health Technician and TSG Moross, public health technician. We were told that all angles being worked. The only way for
us to receive treatment would be in a non-pay militery status. All this is on tape.

4:30p.m.
Phaned Col. Seidel back with concern that there was no more that "we" or "I* could do to help this situation. Col. Seide! then told

me about a Col. Garrimone who had called and left a message to return his call, Col. Seidel was not sure who he was. Col. Scidel
was going to call him and see if he had new information.

5:05pm.
Col. Seidel phoned back stating that Col. Garrimone was the head Allergist at Wright Patterson. The concern was that we get
there ASAP not the 23rd. They had talked about Neurology work, blood tests and more. Possibly getting the eatire group in on the

13th April. More to follow, I then exchanged phone numbers with Col. Seidel in case we needed 1o reach anyone, to include TSG
Groll and SSG Martin,

6 Aeril
Information had changed now four individuals Martin, Groil, Stewart, and myself would be going to Wright Patterson Air Foroe
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Base on the 7th to see the allergist. We were going to be driven to Wright Patterson Air Force Base, so that we didn’t have to
drive over the eight-hour day permitted to travel. Orders would be made out for the 7th and 8th. I was told by Maj. Dvorak that in
order to receive the per diem for the trip to make sure it took at least the 12 hours on that day, and that we would be coming home
the same day. Travel would

be in military clothing on 2 non-pay status. To make sure that we turned in a copy of the VAERS form to the clinic before we left
so they could input it in the MIT’S system. Talked to Maj. Dvorak about the pay status and she was very short with me and said
that we were told that we would be in a non-pay status. I mentioned to her that I had spoke to the civilian pay technician and there
were some differences in what we were being told.

7 April

1 tumned over my VAERS form to the medical technician before leaving for Wright Patterson Air Force Base also signed out our
medical records. We then packed into a military van for the five-hour drive to Wright Patterson Air Force Base. When we arrived
we checked into the Allergy department. TSG Groll and SMS Stewart’s appointment were first at 1:00 p.m. SSG Martin’s
appointment was for 2:00 p.m., and mine was for 3:00 p.m. SMS Stewart then came out and they cailed SSG Martin in. SMS
Stewart told me while I waiting to go in that his checkup was nothing, They had ordered no blood tests, did not perform a
urinalysis, and no x-rays. He aiso stated the allergist had shown very little concern. SSG Martin and TSG Groll had came out, and
they were taking TSG Groll to the neurology clinic to do tests on her. I was then called in. The doctor locked over my VAERS
and took down my symptoms. He then checked me out pretty thoroughly, and asked me if I had been near any animals in Qatar.
He then told me he was going to order my blood drawn, a urinalysis, and a chest x-ray. When I completed all my test
requirements, I came back to find TSG Groll crying in the chair, she stated that she was in severe pain. I asked SSG Martin what
was going on, and she told me that it scemed that the neurological work could not be done on TSG Groll until the next moming.
They also wanted blood work and urinalysis done as well. They had been in contact with the base since 2:00 p.m., but during this
time frame, our wing and vice wing commander were out flying, and the person left in charge could not make a decision on
whether we could stay the night, or come home. Funding seemed to play a big part in this inability to make a decision. In talking
to TSG Groll and the medical personnel at Battle Creek, they wanted us to take her downtown to a hotel because base billeting
was not available. Other then making an appointment, our base clinic never made any pians for anything longer than a one-day
trip. We had no transportation for TSG Groll and were not going to leave her stranded for two days until the next group of people
came down. I then went to discuss this with Col. Garrimone who said he was not happy witk: our unit, because they had taken
almost four hours, and still had made no decision. ] then informed Col. Garrimone of the later trips that we had on Friday and the
following Tuesday. I then asked if it was possible that she be allowed to make an appointment on one of those days and return
back down to complete these other medical appointments. Col. Garrimone got on the phone with Col. Seidel and stated Robin
was coming home with us, and that the base needed to make further arrangements to have more tests completed. Col. Garrimone
put TSG Groli on a physical profile citing possible logical ions to the anthrax ination. We left Wright Patterson at
about 5:30 p.m., TSG Groll was feeling very relieved that she was coming home, and was not going to be left alone. We arrived
back at Battle Creek at 11:15-11:30 p.m., all physically and emotionally drained, due to the long and unsatisfactory trip.

8 April

Went in to work around 9:00 am., scheduled a meeting with Col. Seidel to discuss dis-pleasures with the trip, the different
treatments as far as TSG Groll and mine being more thorough than the other two. SSG Martin joined me during this meeting. I
told him I was hoping that it had nothing to do with the fact that TSG Groll and I had filed the 1.G. complaint. Col. Seidel told me
e would jook into the issues of my complaint. However, assured me the difference in treatment had nothing to do with the
complaint. That evening, still physically exhausted,  fell aslecp around 6:00 p.m., and awoke the next morning at 6:00 a.m., with
a bacterial infection in both eyes. I was told by my personnel physician to stay home from work for at least 24 hours.

9 April

TSG Groll and I talked on the phone, I was telling her that ] was "sick again”. She said the base had called and ordered her to be
there on Saturday, the next scheduled UTA, which was the following day, even though she had a doctor’s excuse from her civilian
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doctor excusing her from work/UTA.

11 April

When I came into drill, I received a phone call from TSG Groll. She sounded exhausted. She informed me that her husband had to
rush her into the emergency room the night before. They had spent over seven hours trying to find the cause for her abdominal
cramping which was doubling her over. The doctor’s had scheduled her for numerous tests for the rest of the following week.

13 April

Spoke with one of the twelve individuals ir our group, thm civilian doctor’s have been doing numerous tests. Seems that this
person was experiencing chest pains, and shortness of breath. The doctors have determined that they have pularcy. This may just
be coincidental. That same day, TSG LaMore and SSG Frank went to Wright Patterson. SSG Frank told me that the doctors didn’t
do any blood work or any other lab work on either one of them. The doctor just reassured them that the Anthrax vaccine was okay,
and they have the documentation to prove it. The doctor told TSG LaMore and stated in his medical record, that he was having &
systematic reaction. The doctor recommended after the next injection if the same symptoms oceur, to cease the rest of the sesies.
TSG LaMore has been the only person diagnosed with a systematic reaction, though he had the same symptoms as the rest of the
individuals. Some individuals in fact had worse.

16 Aprit

Phoned the Calhoun County Health Department to see if they were interested in looking into our situation. Talked to a
communicable discase nurse by the name of Sue Sticldenner. She took down the information, and stated she had no knowledge of
the Anthrax vaccines. I asked whom I should contact at the state level, and she refesred me to Dr. Bill Hall at the State Health
Department 1 phoned his office, his secretary informed me he was not in. She asked what it was regarding, and I told her. She
referred me to Bio-Port, and she transferred me to them directly. A person from Bio-Port answered, and I informed her of my
situation, and who ] was. She said that I should speak to the director, Bill Nummy, and that she would transfer me. After a couple
of minutes she came back on the line, and said that he referved me to the quality office at Bio-Port. I was to speak to a Cindy
Kramer. After telling Cindy what my situation was, she said that 1 needed to speak to the director, Bill Nummy. 1 informed her he
sent me to her. She said she would have to get some forms and call me back. A couple of hours later, she called. She asked if 1
had filed a VAERS form, what my symptoms were, and she would note them.

1 cannot speak for the other 11 individuals, but the lack of compassion and care on this issue has been appalling. There are a
number of people involved on this issue, but it appears that no one can make a decision. We are told people at high levels of the
Guard are working on issues such as using our sick and annual leave, our insurance payments to include some high cost
prescriptions that my insurance does not pay for. Having to travel to Wright Patterson in 2 non-pay status, made to go to Wright
Patterson and back in one day, whxchsuhwqwnﬂywssmls—hom'day ‘There are a number of us that are getting our blood taken

to have it sent for testing for Sqp I can be di d and treated. These symptoms scare me because [
don’tlmow:fthcymshonlam,lmgmmormhble.Wlﬂdwycﬂ'ectmyofmyﬁlmdxddrm.mwxlldwydfectmyofmy
family members?

In talking to Lori Greenleaf and others that have much more time and sources in this, they tell me there is a cure for the way that 1
feel. I can not believe that | have received more information from people that have no intecest in me other than concern for

another human being. This is appalling to me considering my scventecn-year commitment to the United States Air Force or to the
Air National Guard. T have been mede to feel that T am just a number that they have that works for them which contributes to their

1 have taken more sick leave from work in the past four months than I have over the last three years (this statement is very true for
just about all the individual involved in this situation). I ask that you please keep pursuing the truth into this vaccination. The
information is there. There are just to many questions, which no body can answer at this time. [ again thank you Mr. Chairman and
subcommittee members. I will accept any questions at the end of the rest of the testimonies.

Supporting ion given with testi 1. Notarized copy of shot records. 2. Copies of orders to administer shots. 3.
Letter of appointment to Wright Patterson to see allergy department. 4. Copy of medical record from my visit to Wright Patterson.
5. Letter from MSG John Zink driver who took us to Wright Patterson. 6. Letter from clinic on notice of forth shot, explaining the
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situation of no doctor on staff creates.

ﬁomg I
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Mr. SHAYS. Thank you, Mr. Churchill. I hope that you are finding
that you are getting a better response now than you were getting.
Are you finding that?

Ms. GrROLL. No, sir.

Mr. SHAYS. OK. We will address that.

Mr. Shepard. Excuse me, nice to have you here, sir.

Mr. SHEPARD. Good afternoon, Mr. Chairman. Thank you for
your indulgence. I am going to be as short as possible, but I really
think the message I have is really important and needs to be heard
in its entirety.

Mr. SHAYS. Well, that is why you are here.

Mr. SHEPARD. My name is Sergeant Michael Shepard. My family
and I are residents of Potter County. That is in the 5th Congres-
sional District in rural north-central Pennsylvania. Congressman
John Peterson represents us. I am currently finishing a 4-year en-
listment as a military intelligence analyst in the U.S. Army. I am
proud of my service and deeply respect the military and the great
freedom it defends everyday.

I am here to speak for what I believe is a silent majority in the
armed forces on the anthrax vaccine immunization program. At
this point, I want to make it clear for the record that my opinions
on this issue are not tied in any way to the possibility of me being
deployed. I am not on deployment orders, have not been in the past
year, and do not intend to be deployed in the near future. However,
I am prepared to deploy at a moment’s notice.

Furthermore, my service record is impeccable at this time. I have
never been accused of misconduct, given non-judicial punishment,
or even given a negative counseling statement. My record dem-
onstrates achievement far and beyond my peers in such a short pe-
riod. These statements are to totally disarm the suggestions that
have been made or will be made in the future regarding my moti-
vation or my fellow soldiers’ motivation who oppose the AVIP.

My testimony today expresses my convictions and is not intended
to reflect or represent the Army’s policies or views. My comments
regarding safety and efficacy today are meant to communicate the
situation that faces the average enlisted soldier. My credibility does
not lie in what I know about science, but what I know about sol-
diers.

We have heard opposing views regarding the safety of this vac-
cine on several fronts. The first, no long-term studies available.
The second, the nature of the FDA approval. The third, serious
questions regarding the production facility. Fourth, the current re-
actions of the service members. And fifth, circumstantial evidence
linking vaccinations, possibly anthrax, to Gulf war illnesses.

In addition, the efficacy of the vaccine has been debated in re-
gards to it being developed for cutaneous anthrax exposure.

The exacerbating element of the AVIP is the shrinking credibility
of the DOD. Since your last hearing, the Army has changed its
AVIP brochure to retract its claim that veterinarians routinely use
this vaccine. In addition, the publication of the investigation in
Vanity Fair on the anthrax vaccine’s possible tie to Gulf war ill-
nesses has further damaged the DOD’s credibility, even if you dis-
miss half of the article as sensationalism.
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Finally, the military’s heavy-handed tactics for producing a “suc-
cessful” program have been brought to light by the reversal of the
decision—or it is in limbo now—regarding PFC Lundbom’s, you re-
call from your last hearings, discharge. It was announced here in
your committee hearing and then changed when he returned to his
unit.

Any service person that has completed basic training recognizes
that the DOD’s claims to this committee and the congressional
staff, which it is vociferously lobbying, that this vaccine is, “as im-
portant as carrying a rifle or gas mask” or is a vital piece of “body
armor,” as you heard in the first hearing, are quizzical at best. In
fact, aren’t these claims troubling when you consider that these
senior leaders are expecting us to believe that the crude technology
of the 1950’s and 1960’s is the body armor, my body armor of the
next millennium?

Is this the best we can do as the most modernized military in the
world? Why aren’t we researching and developing the best protec-
tive gear that combines a more effective protective mask with pro-
tective clothing that allows for more flexibility to accomplish the
mission?

If we are this concerned with an imminent attack, we need to
make it the highest priority to obtain the best protective equipment
and tightly control the national stock so that we are always ready
to go to war.

In light of these real concerns, I believe the information available
to soldiers and the lack of candor exhibited by DOD officials when
pointedly questioned on the information leaves the enlisted soldier
two options. The soldier can blindly trust the DOD and accept the
shots at his own risk, or refuse the shots and accept the current
contextualization of this act as disobeying an order.

If this were all an academic discussion, then it would certainly
be intriguing at this point. However, even as we speak, men and
women in uniform are facing very serious and difficult choices that
have long-term consequences just like this vaccine.

You see, this issue is about class too. Most members of an all-
volunteer force are from the middle and lower classes of society.
This service is generally comprised of citizens from urban and rural
America, rural districts just like my own. These people are barely
paying their bills with their paychecks.

Place yourself in the boots of a 23-year-old PFC who is a single
mother struggling to get by on her salary and additional assist-
ance. She has followed the AVIP issue until it is her turn. She is
faced with these very serious, legitimate, and real questions re-
garding the effects on her health on the one hand and loss of her
livelihood, educational benefits, and loss of an honorable character-
ization of her loyal service to the U.S. Army on the other.

What does the specialist who is getting married this summer do?
He needs leave in June and he needs the GI bill to provide for his
wife and family. What about the soldier who has three kids and 10
years in service, like most enlisted soldiers, barely making ends
meet and cannot even imagine a fine, let alone the loss of rank.
These personnel may initially refuse, but after continual threats
and consideration of their future, will yield to the harassment and
submit their bodies because of a dollar bill.
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In my personal experience, I am aware several initial AVIP re-
fusers who were threatened with military punishments and then
complied with the program. Every soldier I speak to has reacted
substantially to these shots, with several suffering diarrhea, ab-
dominal cramps, malaise, flu-like symptoms, including fever, head-
ache, and, in some cases, vomiting.

In addition, local swelling has lasted longer than any shot they
have ever taken. It is a big deal.

Some soldiers’ arms have stayed swollen for over 2 weeks. I
asked these soldiers about using the VAERS forms. They did not
know it existed and were not issued one when vaccinated. Nor were
these soldiers briefed on how to report the actions or the impor-
tance of reporting these reactions for the very success of this pro-
gram.

In essence, you are not getting the truth: “Passive monitoring,”
is being generous.

At my level, my observations on the impact of this program as
you asked me as a first-line supervisor include the following. First,
soldiers overwhelmingly distrust the DOD on this issue because of
the available information. Second, soldiers put their career, liveli-
hood, and educational benefits before their legitimate concerns for
their health.

Third, soldier morale and trust in our leadership is suffering due
to the obvious steamrollering over legitimate concerns and ques-
tions. They will continue to do so if this program is allowed to con-
tinue unabated, and if future vaccination programs follow this par-
ticular model, this will affect retention in both direct and indirect
ways.

Fourth, soldiers are confused with the sudden paranoia about
NBC attacks in the public and private sector. The defense estab-
lishment has known about weaponized anthrax and other elements
since at least 1990 if not long before. The threat has always been
real, but taking action for action sake does not help the situation.
It seem more like a Band-Aid than strategy. Those of us at the low-
est echelons in the intelligence community have taken time to
pause because we are confused. The nation of Israel, arguably the
greatest enemy of our current adversaries in the Gulf region, is not
scrambling like the United States to inoculate their civilians and
soldiers. They have protective equipment ready for use if necessary.

And the fifth is 200,000-plus compliant service persons are not
an endorsement of the AVIP. The silent majority does not want to
take these shots based on the legitimate concerns that were
present before this committee investigation began and still have
not been answered by this probe.

Soldiers are not disputing that they are in the armed forces and
must respect the orders of superiors. Trust and respect work both
ways. In times of peace, the military must train as they fight in
order to be confident that in the day of battle each soldier will un-
derstand their duty and will execute without question upon order.

However, let us make sure we keep the AVIP in context. You
were told in your first hearing that soldiers, “cannot choose which
order to follow.” Very true. But how do you expect soldiers to trust
the orders of their superiors on the day of battle when, during
peace, they poorly plan and execute programs like this one.
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To add injury to insult, they attempt to convince the American
people and us that this 1950’s technology is my, “body armor,” and
is important as my gas mask for attacks of biological-chemical
cocktails.

Soldiers are not fooled and I hope you will not be either.

This issue will affect me personally in the near future. I do not
want to risk my personal health for this program that is extremely
suspect, at best, in light of the current information available. There
are legitimate concerns as we have outlined them.

I have contacted both Senators and my Congressman, John Pe-
terson, regarding the issue. I am not aware of any written policy
regarding service personnel with less than 18 months. When I am
forced to choose whether to take the shots in June, I will have only
10 months left in the Army. Even if I suspend critical analysis of
the situation and blindly trust the DOD and take the shots, I will
have no recourse if it causes my family or I future problems—
health problems. This is because of the legal precedent of the early
1950’s commonly referred to at the Feres doctrine.

The doctrine has held that the Government is not liable for the
effects of military service. The lawsuits stemming from birth de-
fects in children of Gulf war veterans have been dismissed based
on the Feres doctrine in the past 2 years.

The most I could hope for if I take the shots and suffer future
health problems is treatment from the Department of Veterans Af-
fairs, if my income is low enough. Therefore, in light of the current
information, I do not feel compelled to comply with the AVIP.

The consequences of not complying, if I do not comply, will likely
be demotion, fines, and threats of a prejudicial discharge. I do not
want to face these consequences; however, I will do so if I am
forced to. I will do it not only for me but also for my fellow service
members and citizen soldiers in my congressional district that are
without a voice.

The majority of service personnel in my unit and, if surveyed, the
entire military do not want to take the vaccine. The majority of a
volunteer force is from the lower portions of our society in terms
of affluence. This means that the majority of service personnel can-
not take the financial hardship of fines. In addition, a discharge
that is not honorable will take away the soldier’s GI bill, which is
why many young Americans of modest means join the military
service, a promise of access to education to build a brighter tomor-
row for themselves and their families.

In my opinion, with so many questions outstanding at this time,
it is wrong, even immoral, to force service personnel into choosing
between these alternatives. It is time for Members of Congress, es-
pecially Members representing districts like mine, to step forward,
take a principled stand, and ask that this program be halted, made
voluntary, or, at minimum, suspended until the deliberative bodies
of the U.S. House and Senate complete their reviews of the AVIP
and report their findings.

Thank you, Mr. Chairman.

[The prepared statement of Mr. Shepard follows:]
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Statement of Sergeant Michael B. Shepard
Before the Subcommittee on National Security,
Veterans Affairs, and International Relations
Of the Committee on Government Reform
Of the House of Representatives

April 29, 1999

Myﬁmulyundlmmdmtsof?oﬂa'Cmmtythat1smthe§"’CongrmonnlDlsmctmnmlnmhoumalensylvam&

John Peterson us. I am currently finishing a four year enlistment as & military intelligence analyst in the
US Army. I am proud of my service and deeply respect the military and the great freedom it defends everyday. At this time, T
serve as the training non-commissioned officer(NCO) and the assistant Nuclear, Biological, Chemical Warfare
Non-commissioned officer in my unit I am here to speak for, what I believe, is the silent majority in the armed forces on the
Anthrax Vaccine Immunization Program(AVIP).

At this point, T want to make it clear for the record that my opinions on this issue are not tied in any way o the possibility of me
being deployed. I am not on deployment orders, have not been in the past year, and do not intend to be deployed in the near future.
However.lamprqauredlodcplayltnmomm! snoncc Furthermore, myservxoemordmnmpeccahle T have never been
accused of mi: duet, given 3 or even given a negative My record
echxevemm(f-rmdbcymdmypeelsmmhashoﬂmod.Iwnspromowdwuhtwcwalvmmdnﬁxmdmysupmoxs
confidence by graduating from the Army’s leadership school as the honor graduate. This year I was chosen to assist my
commander in managing our unit training which is a slot usually filled by a soldier at least one grade higher than mine. These
statements are to totally disarm the suggestions that have been made or will be made in the future regarding my motivation or my
fellow soldiers’ motivation who oppose the AVIP. Wewmkwerydaytodcfcndmn‘ﬁudmnmdmwﬂhngmmmhmn s way
at any time for our country. My test today exp my ions and is not mtended to reflect or represent the Army’s
policies or views.

My comments regarding safety and efficacy today are meant to communicate the situation that faces the average enlisted soldier.
My credibility does not lie in what 1 know about science but in what 1 know about soldiers. We have heard opposing views
regarding the safety of this vaccine on several froats:

1 Nolong—w'mstudlaavulableonlhceﬁ"eetsofthmsnbstamcovanlongpenodofume other than the anecdotal,
ific, non-peer that there are no ill health effects in military lab workers

2. FDA approval is based on pre-1970 study that apparently would not meet a FDA standard today.
3. Serious questions regarding the production facility.

4. Current reactions of service members,

5. Circumstantial evidence linking vaccinations, possibly anthrax, to Gulf War Ilinesses.

In addition, the efficacy of this vaccine has been debated.

1. The vaccine was d ped for anthrax exp and studies on i ion anthrax are limited at best.
2. Senate reports indicate efficacy of vaccine is unknown based on the limited testing.
The exacerbating element of the AVIP is the shrinking credibility of the DOD. Since your last hearing, the Army has changed its

AVIP brochure to retract its claim that veterinarians routinely use this vaccine. The claim that most friendly vets that take care of
our domestic pets take this vaccine comforted many service personnel until is was debunked. In addition, the publication of the
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investigation in Vanity Fair on the anthrax vaccine’s possible tie to Gulf War linesses has further damaged the DOD’s credibility
even if you distmiss half of the article as ionalism. Finslly, the military™s heavy-handed tactics for producing s "suecessfil™
program have been brought to light by the reversal of the decision reganding PFC Lundbom’s discharge that was atnounced
‘before this very committes and then changed when he returned to his unit.

Any service person that hias completed basic trammgmoogmm that the DOIY’s claims to this commiltee and the Ccmgresmma!
staff, which it is vociferously lobbying, that tiis vaccine is "ss important as carrying a rifle or gas mask™ or is e vital piece of
"body armor” are quizzical, at best. In fact, aren’t these claims troubling when you censider that these senor leaders are expecting
us 1o believe that the crude technology of the 1950°s and 1960s s the body armor of the next millennium? One soldier wha was
in the Gulf region Jast year and began his snthrax vaccinations while serving in the Gulf had this story. Upon returning from the
deployment he turned in his NBC profective equipment, The NBC NCO chucided snd told him it was & good thing they did not
get hit because this soldier’s equipment was outdated by military standards and wox.ld havebeen lilﬂe use to him. Is this the best
we can do as the most modernized military in the world? Why aren’t we g and developing the best p ive gear that
combines a more effective protective mask with protective clothing that allows for more ﬂexxblhty © mwmphs\h the mission? If
we are this concerned with #n imminent aftack, we need to make it the highest priority to obiain the best protective equipment and
tightly control the national stock so that we are aiways ready to go fo war.

In light of these real concerns, [ believe the information available to soldiers and the lack of candor exhibited by DOD officials,
when pointedly questioned on the information, leaves the enlisted soldier two options. The soldier can blindly trust the DOD and
accept the shots at his own risk or refuse the shots and accept the current contextualization of this set 2s discbeying an order.

1f this were all an academic discussion then it would certainly be intriguing at this point. However, even as we speak, men and
women in uniform are facing very serious and difficult choices that have long-term consequences just like this vaccine. You see
this issue is about class, too. Most members of an all volusteer force are from ihe middle and lower classes of society. The service
is generally comprised of citizens from urban and rural Americs. Rursd districts just like my own. These people are barely paying
therr bills with their paychecks.

Place yourself in the boots of 8 23 year-oid PFC who is a single mothwr struggling to get by on her salary and additional
assistance. She: has followed the AVIP issue until it is her turn. She is faced with these very serious, legitimate, and real questions
regarding the effects on her health on the one hand sad the loss of er livefihood, educational bensfits, and loss of an honorable
characterization of her loyal service to the U.S. Army on the other. What does the specialist whe i3 getting married this summer
do? He needs leave in June and needs the G.1. Bill to provide for his wife and future family. He absolutely does not want to risk
his health in this program especially since be will leave the military in 10 months anyway. What are his choices? What about the
soldier who has three kids znd has 10 years in the service and is like most entisted soldiers: barely making ends meet and cannot
even imsgine & fine let elone loss of rank 7 These personnel may initislly refuse but after continual threats and consideration of
their future will yield o the harassment and submit their bodies because of a dollar bifl. In my personal experience I am awars of
several initial AVIP refusers who were threatened with the military punishments and then complied with the program. Every
soidier T speak to has reacted substantially to the shots with several suffering diarshea, abdommal cramps, malaise, flu-like

fever, headache, and in some cases vomiting, In addition, local swelling has lasted tonger than any shot they
heve ever taken. Some soldiers’ arms have stayed swollen for over two weeks. 1 asked these sokdiers about using the VAERS
form. They did not know it existed and were not issued one when vaccinsted. Nor were the soldiers briefed on how to report
reactions or the importance of reporting these reactions for the success of this program.

Atmy level, my observations on the impact of this program as a firsi-line supervisor include the following:
1. Soldiers everwhelmingly distrust the DOD on this issue because of the available information.
2. Soldiers put their caresy, livelihood, and educational benefits before their legitimate concerns for their health,

3. Soldier morale snd trust in our leadership is suffering due to the chvious steamrotlering over legitimate concerns and questions.
Tt will continue to do so if this program is allowed to continue unabated and future vaccination programs follow this model, This
will affect retention in both direct and indirect ways.

4. Soldiers sre confused with the sudden paranoia sbout NBC sttacks in the public and private sector. The defonse establishment
s know about weaponized snthrax and other elements since at least 1990 if not long before. The threat has always been reat
but taking action for action’s sake does not help the situation. It seems more like a Band-Aid than strategy. Those of us at the
lowest echelens in the intelligence community have taken time to pause because we are confised. The nation of Isracl, arguably
theg:ammemyofowmmadv«sm&mtbe&dfmgmn,unotscrm;blmgkkeeheUS 10 inoculate its civilians and
soldiers. They have p ready for use if
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5. 200,000 plus compliant service persons are not endorsements of the AVIP. The silent majority does not want to take these
shots based on the legitimate concerns that were present before this committee investigation began and still have not been
answered by this probe.

Soldiers are not disputing that they are in the armed forces and must respect the orders of superiors. Trust and respect work both
ways. In times of peace, the military must train as they fight in order to be confident that on the day of battle each soldier will
understand their duty and will execute it without question upon order. However, let us make sure that we keep the AVIP in
context. You were told in your first hearing that soldiers "cannot choose which orders to follow." True. But how do you expect
soldiers to trust the orders of their superiors on the day of battle when, during peace, they poorly plan and execute programs like
this one? And to add injury to insult, they attempt to convince the American people and us that this 1950°s technology is my "body
armor” and as important as my gas mask for attacks of biological-chertical cocktails? Soldiers are not fooled and I hope you will
not be cither.

This issue will affect me personally in the near future. My unit will be lined up on June 7%, 21%, and July 6% and forced to take
the first three vaccinations. I do not want to risk my personal health for this program that is extremely suspect, at best, in light of
the current information available. There are legitimate concerns, as outlined in Mr. Shays® statement that opened the initial
proceedings on this issue, about the long-term safety of the vaccine, the manufacturing processes, and the DOD’s past record on
medical matters. In addition to these concerns, I am concerned about the recent findings in the GAO report to Congressman
Metcalf and the Vanity Fair investigation. I have contacted both of my U.S. Senators and my Congressman John Peterson
regarding this issue.

This vaccine is administered in six shots over 18 months. I am not aware of any written policy regarding personnel with less than
18 months in service. When I am forced to choose whether to take the shots in June I will have only 10 months left in the Army.
Even if I suspend critical analysis of the situation and biindly trust the DOD and take the shots, I will have no recourse if it does
cause my family or I future health problems. This is because of the legal precedent of the early 1950°s commonly referred 1o as
the Feres doctrine. The doctrine has held that the government is not liable for the effects of military service. Lawsuits stemming
from birth defects in children of Gulf War veterans hnvebemdisnissedbnsedontheFmdwh‘ineinthepmlwoyeus. The
mostlwuldhopefanﬂmkedlcshotsmdsuﬂ‘erﬁmmbenl!h is from the D of Veteran’s Affairs if
my income is low enough. Therefore, in light of the current information I feel compelled to not comply with the AVIP.

The consequences of not complying, if I do not comply, will likely be demotion, fines, and threats of a prejudiciat discharge. I do
not want to face these consequences. However, I will do it if I am forced to do so. I will do it not only for me but also for my
fellow service members and the citizen soldiers in my Congressional District that are without a voice. The majority of service
personne] in my unit and, if surveyed, the entire military, do not want to take this vaccine. The majority of a volunteer force is
from the lowerpommsofamsocwtymmmsofaﬁluence This means that the majority of service personnel cannot take the
financial hardship of fines. In addition, a discharge that is not honorable will take away that soldier’s GI Bill which is why many
young Americans of modest means join the military service: the promise of access to education to build a brighter tomorrow for
themselves and their families, In my opinion, with so many questions outstanding at this time, it is wrong, evmlmmoral to force
service personnel into choosmg between these alternatives. It is time for a Members of Congress, especial) b

representing Districts like mine, to step forward, take a principled stand, and ask that this program be halted, made voluntary, or
at minimum, suspended until the deliberative bodies of the U.S. House and Senate complete their reviews of the AVIP and report
their findings.

lome
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Mr. SHAYS. Thank you, Mr. Shepard.

Mr. Shepard—I am going to refer to him as Mr. Shepard. You
are in uniform but you are testifying as a private citizen? Is that
correct?

Mr. SHEPARD. I am testifying—I can testify as a member of the
Service with the invite that you gave me. I checked with legal
counsel. And testifying as an enlisted person as well as a private
citizen——

Mr. SHAYS. You are in uniform and you are a sergeant. Correct?

Mr. SHEPARD. Yes, sir.

Mr. SHAYS. OK. Let me just say to you that I would not want
you to in any way infer from these hearings that it would be our
recommendation that you not comply based on your orders. This
would be clearly a personal decision, and I would respect your per-
sonal decision. But I just want to make sure that you wouldn’t feel
false cover by coming to this committee and then taking that stand
and inferring—because I have concerns about it being mandatory
and voluntary, and maybe concerns that go deeper than that, that
I not mislead you.

Mr. SHEPARD. I appreciate that, Mr. Chairman. I recognize it is
a personal choice and all the personal consequences that may fol-
low will fall upon my head.

Mr. SHAYS. Well, your statement was very articulate and ex-
tremely well thought out and impressive, as were all the testimony.

I am just going to say it again, and that is, we are trying to de-
termine whether this is the right policy for the military. We are
trying to determine whether we can feel comfortable that the an-
thrax vaccine is safe. We are trying to determine whether or not—
how we want to weigh in on this.

The one thing I feel pretty convinced about is, given what I
know, that it should be voluntary and that you shouldn’t be, Mr.
Shepard, placed in the situation you feel placed in.

And the other thing I know is that we don’t even have to get into
a debate on the issues that we heard from Ms. Martin-Allaire and
Ms. Groll and Mr. Churchill about the fact that you have taken the
vaccine and you do know your bodies, you know how you felt be-
fore, and you know how you felt afterwards. And you shouldn’t be
left in this vacuum, trying to fend for yourself. Your employer, your
government should be by your side, helping you in every way, and
you shouldn’t even have even a speck of feeling somewhat deserted
and betrayed.

And if nothing else, I certainly would want to weigh in on that
side of it. I am going to just ask any of you—your testimonies are
pretty comprehensive, they are fairly consistent. In the case of Ms.
Allaire, Ms. Groll, and Mr. Churchill, you are also making a state-
ment besides the fact that you do not feel well. And you describe
symptoms that are quite similar. You are making the statement
that others you work with are encountering the same problem.

Out of how many? If you would, Ms. Martin-Allaire. Why don’t
you move that microphone over a little bit further.

Dr. Nass, you kind of got us into this whole issue, but I am just
going to focus on those that have been on the firing line right here
as
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Ms. MARTIN-ALLAIRE. In our group this past time, around in Sep-
tember, there was 12 of us that started receiving the shots.

Mr. SHAYS. And how many are not—are feeling the effects?

Ms. MARTIN-ALLAIRE. There was nine.

Mr. SHAYS. Nine out of 12.

Ms. GrROLL. Sir?

Mr. SHAYS. Yes.

Ms. GroLL. I think it is important to note too that we are the
first, we are the, say, guinea pigs. But they have called us the
guinea pigs, too. We are the first ones at our base to receive the
shots. We are the first group of individuals to receive them.

Mr. SHAYS. It kind of makes you wonder too though if you don’t
have a batch that is not up to the level it should be. Well, we will
be pursuing that as it relates to the 12 of you.

Mr. Churchill, you are not part of the same——

Mr. CHURCHILL. Yes, sir.

Mr. SHAYS. So you are three of the nine? OK.

Mr. CHURCHILL. Also, I would like to make mention that on
Tuesday, before we came down here, I had called our clinic because
I wanted to get a copy of my VAERS form that I sent to the CDC.
And there is a lot of debate about these VAERS forms that they
are taking their numbers from.

When I called our senior health technician at our clinic, I had re-
ferred to if I had my copies still in my medical records before I
went to Wright Patterson, and she said yes. And I had questioned
if I could get a copy of that form from her, and she said sure. Well,
I in turn had mentioned what had happened to the other forms
that were filled out for all the other individuals that were sent to
Wright Patterson, being all 12 of us, and she said she still had
them and the only ones that were probably sent out she didn’t
know what to do with them still, other than she had inputted the
information into the military immunization tracking service. But
she never forwarded them to anybody else.

So they are still sitting in our unit since they were filled out the
second week in March.

Ms. GrROLL. The only VAERS forms that the CDC has received
have been from the three of us, and that is because we independ-
ently either faxed them or I personally mailed mine. And I have
a confirmation. I included that as part of my written testimony
from VAERS that they received my vaccine. The rest of the individ-
uals that counted on the clinic to forward them on, it has never
happened.

Mr. SHAYS. Tell me what you think the significance is of the
misdating, that it was just carelessness or intentional?

Ms. GRoLL. What was the question?

Mr. SHAYS. The misdating of the shots.

Ms. GrROLL. I personally feel it was intentional. As I stated in my
statement, sir, that it is their impression, and it is also out on I
believe it is the DOD Web site, there’s a 24-hour window. By giving
us the shot on Sunday, and this an impression, sir, and an opinion
of my own——

Mr. SHAYS. I understand. That is what I am asking for.

Ms. GRrROLL. By giving it to us on Sunday, we were on annual, in
UTA status. So we were in a military status. To get it in the mid-
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dle of the week, when we were supposed to receive it, they would
have had to once again put us on orders and also to bring in a phy-
sician. And they didn’t want to have to do this. That is why the
decision was made at—we didn’t even receive our shots until
almost

Mr. SHAYS. I am sorry. I don’t understand the significance of why
they would have to have a physician—I mean what is

Ms. GrOLL. They would have to bring someone in because we do
not have any full-time nurses or physicians at the base.

Mr. SHAYS. But how does the misdating exempt them from that?

Ms. GROLL. Because they gave it to us 2 days early while we
were in a military status.

Mr. SHAYS. Oh, I see. So the implication was that it was done
while you were

Mr. CHURCHILL. We were on drill status on the weekend.

Ms. GrOLL. Right. They needed to give it to us in a military sta-
tus, otherwise it would have cost them significant amount of
money. As when we were sent to Wright Patterson, we were also
sent to Wright Patterson and we had to take annual leave from our
civilian side. As a GS employee, we had to take annual leave, and
they sent us to Wright Patterson in a non-paid duty status.

Mr. SHAYS. That is interesting.

Ms. GROLL. We sit before you very broken.

Mr. SHAYS. What is that?

Ms. GROLL. We sit before you very broken and frustrated.

Mr. SHAYS. Yes. I know.

Ms. MARTIN-ALLAIRE. Sir, can I add something to that too?

Mr. SHAYS. Sure.

Ms. MARTIN-ALLAIRE. On the dates of the shot records, I have
since during all of this time, contacted the Pentagon and asked
them what the requirements were on if you could be given the
shots early. And if you can, you know, whatever. And the response
that I got back from the Pentagon was that you can’t even get the
shot 24 hours early.

Mr. SHAYS. See, the problem for us in Government, you know, on
this side, is that we are told, that this is what the need is, this is
how we do it, and it sounds a lot more efficient than the real-life
story of how you encounter it. And it sounds a little more, when
you have those who are involved in implementing it, they—you get
the sense that it has a little bit more feeling and compassion to it
than the kind of experiences that each of you have put on our con-
gressional record.

Mr. Shepard, tell me what—summarize what is motivating you
to be so out-front here?

Mr. SHEPARD. I had—Mr. Chairman, I had no intentions of being
out front. My conversation with your staff indicated that my strat-
egy was to keep my concerns close to my vest until I had to make
this very personal decision. I was collecting information in regards
to this i1ssue. I wanted to find out what this committee was doing
so I could give the pertinent information to my elected representa-
tives.

So in that process, my concerns, as indicated here, were commu-
nicated with your staff and thus they obviously conferred with you
and issued an invite to me.
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I had a decision to make at that point, whether to stay private
or to go public.

Mr. SHAYS. No. I realize that we asked you to be here. So——

Mr. SHEPARD. Right. Well——

Mr. SHAYS. I want the record to state that. You came at our re-
quest.

Mr. SHEPARD. The reason being, the reason I am speaking is be-
cause I have, quite frankly, I have a limited ability to withstand
the financial punitive measures, and if I decide to make that deci-
sion, I will have the ability to weather that type of storm. Ninety-
nine point nine percent of the people that I am speaking—that I
work with cannot—that is the first thing, that they can’t even deal
with these legitimate concerns that are here because of the dollar
bill that they need to pay their next paycheck with.

Mr. SHAYS. You know, your reference to paying the next pay-
check, our committee oversees the defense and intelligence commu-
nity and State Department for waste, fraud, and abuse. We don’t
pass laws. We investigate, make recommendations, and then work
very hard to have the committees of jurisdiction make changes to
the statute or the appropriators fund the money.

But one of the things that we are looking at is the working condi-
tions of our military. Why we don’t have the recruitment success
that we have had? Why are we not having people re-enlist?

And one of the things that has been a real eye-opener for me is
the pay scale that so many of our men and women have to abide
by and live by. So it is very poignant for you to

Mr. SHEPARD. You will get the type of compliance that you have
been—that has been reported to you if you deal with what every-
body understands, including the DOD, and obviously Congress
deals with it, money.

And obviously, at the lower rungs of society, at the lower levels
of affluence as I have indicated, that in an all-volunteer force you
are going to get socio-economically, you can contextualize not want-
ing this shot and then refusal as disobeying an order. That speaks
volumes because the other side has nothing to speak.

Mr. SHAYS. Well, I have been very impressed with the men and
women that I have seen in our service, at all levels of command.
But it really gives you cause with your kind of testimony.

Dr. Nass, what is your reaction to what you have heard? Let me
just say to all of you, I am going to kind of close this up because
I think your statements speak volumes and now it will be our job
to personally follow, in particular, the four of you as you sort this
out. And we will try to do our best to help and also, given that you
are 9 out of 12, it sort of gives us a pocket to look at. It will tell
us a lot.

I want you to make sure, if I don’t say this to you later, that you
feel very willing to be back in touch with our committee, and, if you
are not satisfied, and I know you will be, but if you are not, with
what the committee is doing, to call my office personally. And let
me know that personally.

Dr. Nass.

Dr. NaAss. I am not quite sure what question you are asking.
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Mr. SHAYS. Well, I am asking you a very general one. You gave
a testimony in the beginning. Were you surprised by what you
heard? Do you think this is typical? Do you have any——

Dr. NAss. Yes.

Mr. SHAYS. OK. So I am just asking for a general but not long
answer to the question.

Dr. NAss. Based on purely anecdotal evidence, which is all that
exists, reports of probably from 50 to 100 people, some who filled
out questionnaires and some who only wrote me a little bit about
their symptoms, I believe that the syndrome that these three peo-
ple have described is fairly typical, although they may be more se-
vere than most.

From what I know, there are two lots in particular, each lot
being approximately 200,000 doses, that have caused the majority
of symptoms and that those people who report to me also—when
they are ill and they survey other people who receive vaccine at the
same time that they did, they find that a large number of those
people also seem to be having chronic symptoms——

Mr. SHAYS. Yes. Let me interrupt a second to say: Are you told
the lot numbers when you are given the shot?

Ms. GROLL. It is indicated in our shot records, sir. And I be-
lieve—I know I did, I submitted copies of my shot record. And they
are all FAV030 is what it is recorded.

Mr. SHAYS. OK. We will trace that. I am sorry.

Dr. NAsS. So, anyway, what I hear is that 020 and 030 are the
major problems. But we know that only six or eight lots passed
testing. We don’t know how many of those lots have actually been
used. So there may only be four lots that have been used and what-
ever.

It may be that, you know, when the generals say they haven’t
had any adverse effects, I believe them. And I hear from some peo-
ple on board ship that hardly anyone has had an adverse effect,
and then on another ship everybody has had an adverse effect. So
I think what we need is active surveillance, which has not yet
taken place.

I don’t know what the numbers will be in the end. You know, it
is hard to even say how many people are suffering severe symp-
toms from Gulf war illness, although over one-seventh of those who
went to the Gulf have reported problems.

It is impossible to say at this point how widespread this is going
to be, but I—I mean I have a list from one base where 38 names
were given to me of people who are ill.

So

Mr. SHAYS. Well, that is a helpful way to kind of wrap this up.
And I would like to acknowledge and thank Dr. Myers for staying
and listening to this testimony. I frankly think that is a fine thing
for you to have done.

And with that, we will, unless there is any other comment. And
I would welcome any other comment. We will call this hearing ad-
journed.

[Whereupon, at 2:17 p.m., the subcommittee was adjourned.]
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